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RS, BRERASE LR A
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(1) 100mg; (2) 300mg (LARI&EFFIIKY) (CoaHasFOsS) 1)
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® LT ASMERI N, PR A R RN A e KR 300 mg BEH K.
3. BIRE B ERHER
BT IR NERIES 2 (eGFR) 1451 35 J 35 [ 79 B 4 7 =

(LA S &N S HEEE

(eGFR (mL/min/1.73 m?))

eGFR 4304 <60 AR B RAERE T & 8100 mg, B H LR OARZE 2.
eGFR<30 o ANEWLTRIERIT

o IEEEZANIRITIIAEAKEIL300 mg/KF)EH T
P FE A 100 mghE H—RIGIT, PABFKESKD. IfiL
TEWIEFRE3E . CVERT AR g 58 it 1 e 1 AU

4 FFRERE

5 P A vh R RS R TR R RN . H RV T R R R R T R IR IR A
BOCANHE 757 78R8 00 55 1 R P AR
5. 5 UDP-H&ARERZEBE (UGT) HESABE/HH

WA S —F UGT 357 (FINFREF. K2, RKEWZMAFEHRT) Bafd
i, TR B DhResg A s i E (S0 LA TR D.

@ % T eGFR KT%F 60 mL/min/1.73 m? (&3, K H AT 524 100 mg & H—IK
[ R F R RGN A 200 mg, fEH 1R ORGA L. AR5 R KHER 7154 300 mg 8 H—
o

@ X T eGFR /T 60 mL/min/1.73 m? F 582, H4 H AT 3244 100 mg & H — X1 &
TR IN B R R HERE R 200 mg, BH 1 KOREAZ.
6. R FARE RHF A &

FEAT FARBSG KA MAS A OC R 21T, WA MR, EiEAMED 3 K. HEH
PRGBS E T I CRE ARG 25, EHIHAAMIATT (S REREEDD.
(AR KM

TEVEI PR H A #1118 7 DU A R
1 B0 PR 7E S5 AV PR BRRE I Hh 2 A A AE R T i (S0 LERF D
TR (S0 GEZRFID.
MAERAE (W [EEFEHD.
ARG (S0 LEEFETD.
PRERFFRERIE & 'B R (S0 BERFID.

5 I P & 2w B AR AR AT AT SR R A (S0 DEE D
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o DPIRFEMEMIER (FRJE/RIMED (S0 LEEFETD.

o AFHMHIEEL (2 FERFEHD.

o W (2 [

o HIT (W [EEFEID.
s PRI B

HI T FF R M R SR (F 26 A 5 e, — TR PR 6 (R R SORE R AR AN 5 3 — Tl R
IR TR AE SR AR LR, I BT REIEAS S B PR 52 B b R S B R A

B3 51 22 R X R IR T

R 1 FREERRE 4 T 26 FEFRIE . £-T0R0H, AdEERZRTTEH
Yo: FEFAD 3 TURS T, A HIERREIRTT o X USSR SO T 1667 {51 555 R A% it 2 58 1 L
DA 24 JE (T35 RAS B R B IN[A] . SR 22 A0 100mg (N=833). A% 4t 300mg (N=834)
BB (N=646)8 K—UGHHTIRIT . ZABERFIERN 56 5, 2% EH B 75 % .
NBERH 50% M5, 12%NAN, 12%RNTE, 5% NEANSEHEMEREN. FEEr S
BARERR KON 7.3 45, P35 HbAic N 8.0%, 7 20% Bl & IR bR AU A I K
i . FRLR'E Dhfe IR BUREZ A (P eGFR N 88mL/min/1.73m?).

T 1B T SRS RIHE WA R KL, XN R NSRRI ARAEAE, AN
i FH 22 FRBE 3 R A, B2 AR 100mg B4 S 300mg 1577 K BB 2/ 2% B R AR
R

R 1. T 4026 A RGN BRI P> 2% Ri6yT BEWREHA R RO

A A

ZRA 100mg 300mg

AR N=646 N=833 N=834
BTl PR % K Y 3.8% 5.9% 4.4%
He PR3 v 0.7% 5.1% 4.6%
138 © 0.1% 2.8% 2.4%
XA 0.9% 1.8% 2.4%
BTN 1.6% 2.1% 2.3%

Rrgs N=312 N=425 N=430
AV A S B R 2 2.8% 10.6% 11.6%
A1 9 B3 R 0.0% 1.6% 3.2%
51t N=334 N=408 N=404
SRk A s R g 0.7% 4.2% 3.8%

0 4 T2z R FRD0f FEAR 6 A0 4 1 TR 2437 IR A 3 T E6R — FOXUIK. FR AR — P OSUNUMIRS R
AR ER IR — FSUNR A% 51 B EER 5 P 241062
@ LA T A FE A OAE DL AN RN AMABTE S BRI . SN TE B G AR E
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AR S 4 KR

©) FREHIRR DL TR RRRL: RBEER A, IMES . PRI R B

O HRB DL TR RIRBL: 2R, AL JRESN. FREARIBUR.

) G2 A PR B AU DL TR BB, kA B F Sk AR Sk AR A P
.

© D EFU TR AL (. TR,

E: B HREH TR AME . BT FUBE 5 =G AR A B R A B EUR Al

FEA i 100mg(1.8%) A i 300mg 1697 2H(1.7%) b 2R FFIZL (0.8%) HEE #4ik 15 i
I o

R PR B R ) 2 R o A

fEZIMCREDENCE  (—IU7E2RSE JRI% & IF 11 8 11 FR>300 mg/ K (1988 PR B o £ 3 o
BEATIIBETE) B VN T AR A R RBRAER (S0 DERRIE D, XS 2wt
T 2201451 55 RIS it R R 1 100 LA B 137 J IR AR it P 38) R R T )

CREDENCE (—TR7E& 108 R B T 1) 2 L0 J s S8 3 vh kAT IO 45 SR o, ~F 38 B U
B R2.65E) HAR 100 mgH A2 B A A A LG, F B R 0 508123 vs 11282 H 5
1000 & -F (W LK% D,

CREDENCEH 4% i1 100 mg2H A1 22 B 77 2H S 1 B 453495 1) O A AR AL

CREDENCE" 7 i 100 mgZH A1 22 & 771 2041 1L He 11 & A2 28 70 0 92.8%H11.5% (= W,
[AEFLD.

A48 RO ML 85 JR) PR 22 R0 o o R A BT

TEZ 022 TRV RH o) B (1) S8 vh LA 00 I 56 (CANVAS HI CANVAS-
RO [HEE T o T A AN RSO R AR 2

JEE 8 BRI (RILT 6177 IR 1A M B Ee 1 L) AR B8 WA R R
RRBRURA 53R 1 R —8. B RS R RINBCEE . B ES =AM E7 A
IRE A B I R AT P RS el . TEAT B, 5A A R R RS A4S G
FRZH N 1.8%, Al 100mg 2178 2.2%, A% 300mg 204 2.0%) Ak 778k 7132k (R,
REF) RN 0.6%, A5 100mg 409 0.7%, A& 300mg 204 1.1%).

JEE Y 8 Tl RIS B B, STHEZ540 . AR5 100mg 4LF1AS i 300mg 2H A fif i
K CSPEEHENE) HIRAERN 0.1%. 0.2%M 0.1%.

I 8 TGRS, AR R (BFRLTE. 2. R, SRS
B B R ARAERIBZGYIAH . A5 100mg 4L S 300mg 20509 3.0%. 3.8%A
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4.2%.

5 61BFE BB T ARG R BN, RS 4 BISERE K1 BTRE

PERZRTFRE, KAERMBEILVPN A, XEEEG, F 2 FIEFEEEAAN. 1
BISERRZ BRI IR A iR T TR 2K

AR RIS (]
A fl 100mg 4RI i 300mg 2 H 53514 0.1%-
2R T LI FAR AN R R4

A% it O HE
15

0.2%F1 0.2%.

AREEBUR N . 2B BB R ) 1k A R AT IR 254

FEM IR AR LILE I (CVD) 528k CVD fa s K 1K) 2 BURE R 2 R BEAL

2R FRT IR EE (CANVAS f1 CANVAS-R) i,

A 5% B 22 FE 5 4 LRI A it i T IRl

HI XS FE R (CANVAS: 5.9 vs 2.8 £41/1000 & -4F; CANVAS-R: 7.5 vs 4.2 ]/1000 53 -

), CANVAS Fll CANVAS-R 5 [1°F 25 [56 1 i) 18] 23

B0 5.7 R 214 (B DR RED.

CANVAS 1 CANVAS-R BB IE A LK 2 f1K 3 (30 LEEFETD.
# 2: CANVAS BB

R A PN GEED

N=1441 100mg4l N=1445 300mg4l N=1441 N=2886
BEBEEE, n (%) 22 (1.5) 50 (3.5) 45 (3.1) 95 (3.3)
BB EH 33 83 79 162
BB RER (41000
rogse 2.8 6.2 55 5.9
KB (95% CI) 2.24 (1.36, 3.69) 2.01(1.20, 3.34) 2.12 (1.34, 3.38)

(D ﬁ?i/lﬂ%xk*{/\éﬁ)ﬁﬂﬁ%%‘}\i& AN BB F RO TR AR
(2) BHERVING LR HEE IOREBE N H . 758 BREoE 1K.

£ 3: CANVAS-R ZR BN

A 100mg2i
R4 N=2903 (e i € 22300mg)
N=2904
B EEE, n (%) 25 (0.9) 45 (1.5)
BB S8 36 59
BB RER (F10008F-5) 4.2 75

KK (95% CI)

1.80 (1.10, 2.93)

(1) FT 2R — KB B HE AL AR RS RO 5 TR,
(2) BAEBEVIANE L RIMEEE YO AR B . A28 E fi ol 1.

B A

fE CANVAS R CEHREYIBIEA 5.7 ) (B30 LERRED, Z2@&HHAA 5,

ZH IS e R AR A BN 0.15% (2/1331) A1 0.29% (8/2716), A HER: T Bt
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T 6 AN RIS E T 90 RECH B AR LI . TR SR AR, TEEE S
A BERG R

MAEREMHRBA R RN

R FEUBBEEFRIR, ISR AERD . (EEESER RS, FHAMIGT
Sl ML AR R A R RN R A2 B AR Can, AR ILE . fitksk#, B
SRR . RO . TEA S 300mg I EH I EE PR T RKAERT A, XL
R0 HH 51 I 2 AN A DG R R A= 26 HH ISR T i ) =K DR 3 R R R 3,
JEEH%E (eGFR A 30 £<60mL/min/1.73m?) VLR AFERGAFIsH 75 & (0% 4. [H
BAHEY DERFEW] A [ZEMZAD.
R4 ZOHI 1 RLFEAS MRS R RMEEE A GLE 8 SR In KR K

5
X R O Z& 5 100mg Z& 5 300mg

FELRIGME % % %
AR N Bt 1.5% 2.3% 3.4%

75 % K UL E® 2.6% 4.9% 8.7%
eGFR /M T 60mL/min/1.73 m? 2.5% 4.7% 8.1%

2)

5 FRER R 7@ 4.7% 3.2% 8.8%

(O 55 2 B 75 RS 0 T 2L
@ BERA 1AL ERE R R HRARA. PEEIRE. SRR THET 75 %)
ISE]

FEVC A O TG RIS, A i ) T2 R B I [R] Dy 85 J, XFREZH . AR 100mg ZHLAN
A b 300mg 4 kA BB BB B LR 3 T 1.3% 1.5%F1 2.1%. WLEE 3 35 7548 F R 4% 51
IR TT IR LR A R A 3 59 P RS B

ATEER R BRI

TE 4 T5U22 R IR MR #2 F I AR I8 RV S e b, VAR AR B R G (T, 574
PESNIIITIE G AMRIFTE SR . AMIFIE R fEZRIFIA . A 100mg ZRIA
300mg AR AR HN 2.8%. 10.46%H1 11.46%. 545t 2% L B B s i) S 3 2 AR
RTINS T 5 T A S 28 B e . BEAE R A i A B 38 B TR B 1) e M B 2 AR S VR 97 B B
GolRE R, TEMH DRSS REEATREDARATIRIT . Rt EE T, FA
B 25 LR R G T A5 1R 25RO EU I TE IR AN G50 0% A 0.7% (S0 [ER
D,

B

E=inl
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£ 4 T2 B IR RS IC S o i, SOV AR 28 B R e (o, BRI
LA AL ELRFIH . A5 100mg HAIA 5 300mg H 1R AR5 B8 0.7%-
4.2%. 1 3.8%. FVEAEBA AR F B S RAEER TR A VIN B S, KA G
e R B S R B . S RRZG A b, B R AR T A B % B IR R 1 T
B A IRITIN R 5y KA RIS (ARG 22%, EFIEBA)D, TEMEH O R
PR AP E AR TIRIT . R MEER T, RAE 2% B R YL M 45 1L 250787 1)
EEASI7E 22 R R RIAS (i 2H. 53 3R 0%FH 0.5%

7E 8 TUVTAN MUBEFE R I BE ARG TC S AT b, ARAEAT L R SR I B3 52 R 51 14
BITIA 03%hkdE Va2, Hh 02%HE#ITURAVRIGTAZE (S0 EEFEHD.

K ML

TEFTA MpEREHRR b, ARIBE E SO oK IS (% T80h T 70mg/dL
FOAEATILREAED TR, ANERER W o

B AR ML 2 Sy AR MRS R R A T A AN BV ST 25 i i R AR I AR 5
Ff CRF RS ORISR MR IR D . ZEAN ) IR I ARG b, A 5 R
5 3 BB IR S 2 A R IR P R A R T (SR S R ERFTD.

R 5. MUREREH] R BEN LI PREF 50 K MR8 i R A RO

s SR i A
(26 D (N=192) (11\10:01119?) (13\10:01135)
SHIN(%)] 5(2.6) 7(3.6) 6(3.0)
BEfEHA GRIF+ERIR | AR 100mg+ER R H . L
HhER— F UM UM UMK ﬁg;ﬁﬁ;ﬁ%*
(26 &) (N=183) (N=368)
SHIN(%)] 3(1.6) 16(4.3) 17(4.6)
HE[N(%)]@ 0(0) 1(0.3) 1(0.3)
BEfEHA AN FE MR+ — | A4 100mg+EE R — H . L
45— F U UL U iﬁgﬁﬁii%*
(52 &) (N=482) (N=483)
SARIN(%)] 165(34.2) 27(5.6) 24(4.9)
HJEIN(%)]@ 15(3.1) 2(0.4) 3(0.6)
BEHHA LRI A 100mg & 300mg
TEARE Hi R R iR
(18 &) (N=69) (N=74) (N=72)
SAIN(%)] 4(5.8) 3(4.1) 9(12.5)
BA GBI | s | ST e Soomge s
fi7eS U+ R 2 R FH ST+ ik R 24
(26 &) (N=156) (1@157) (N=156)
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SARIN(%)] 24(15.4) 43(27.4) 47(30.1)
P N(%)]@ 1(0.6) 1(0.6) 0
BREE IR OIS | pusssyT R A 300mg+EE R —
i FH XU +Fi JOR 24 B U+ Fik IR 24
(52 D (N=378) (N=377)
SARIN(%)] 154(40.7) 163(43.2)
HEN(%)]@ 13(3.4) 15(4.0)
s L A 100mg+ERER — . L
& R i — i GRS ER R A 300mg+§:’1@3€~
i etca il BT ST s - 91
(N=115) (No113) (N=114)
SARIN(%)] 3(2.6) 3(2.7) 6(5.3)
D
@;;L%ﬁ; G auil A 100mg K 300mg
(18 FJ) (N=565) (N=566) (N=587)
SARIN(%)] 208(36.8) 279(49.3) 285(48.6)
HE[N(%)]@ 14(2.5) 10(1.8) 16(2.7)

O BRI N R AE 2D 1 R T AR A0 7% AR A1 A i 5 R o = £ 2 A
@) AR A P A AR ROE SO AR S R A R B AT IR L 2R 250010 R A IR A S5 A
(A ERE DR AL R AR IR

CEi

£ CANVAS IfFRIREH (S0 DERREE D, SEsLi g3 B A REXT IR, AN
100mg 4L A1AS F 300mg 2H 41435518 1.09. 1.59 Al 1.79 2 AF6E 100 BEFEVIE. EIRITIH
126 A AFAE R AT K E 4T 0 A, I A4ERF SR g ok, B4 2 A RAIEE4T ()
WD MR & BRI m i E S (S0 GEEFEID.
FEREMPRFNE
I35 WUEF FF /5 AleGFR P4
UG fEIT 2 SR UUEF 7+ = AleGFRIF MK . 7E P BE R B b, s LEF 7
o ANEIE0.2 mg/dL, KATEFFIRIBITIRTOA N, ZRRFERRE K. WARFA LT
EAREE, RURPREE BV, DR S EE BT RETE (S0 DERFEN] M1 28
HD. XeGFRIZMERMMAEIRIT &1L R, XEYI P MIRS) /)2 A0 W] BEAE R 1% 51
IR IT AR 2 1 B e A R VR
A3 B T i
FEIC 2 0 pk s dakge b B2 B DR 32 40 8% (eGFR 4 45 KT 60mL/min/1.73m?)
(N=723) 1, MEFA & 5.4mBq/L HEFELAE AT 15% 0 85 NEE 22l ) 4
At 100mg ZHFIAS i 300mg ZH BT 5 (1 4 LA iR 5.3% 5.0%F1 8.8%. R AR5
(R, Xx3aGEE 6.5mEq/L) B NBAEZREGIA T S 0.4%, AN 100mg HHEAH,
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FEA S 300mg ZHH 15 1.3%.

TEIX SR rh, (B g BB O L T 6 R Al b I ML T v 0 S 3. 7R PP Th AR AR
BT, 20 84% MR IEYEME A P IR HR A 254, BIantREFFIRZG . I Rk &R
FEA AR R TR AR (S0 BERFEID.

£ CREDENCE W7t Ht, S I4AHE, AR5 100 mg 2 ARMIER B M8 2 5 w8
FEAR R FAEAE I, s %A 4% (6.5 mEq/L) SAX (SIEH _ERR H S 24 T
E>15%) T

JIIRERE S

FEAGIFARIEIT IR B (6 J M) WUEEE] T FIEAR DS Mg BeRg i, JRAEIXANG
SRR T . AE 4 DU BRI KTE S i, IS BEKF AR T35 43 b
TEA i 100mg ZHATA T 300mg 253 5N 8.1%A1 9.3%, 122 2H N-0.6%. 15+ fEEHE
BHEPRIE T, MEPACHEZEFIA. A5 100mg HFIA S 300mg 4055130 0.2%-
9.2%7F1 14.8%.

AL 37 B3

FEAR SR SR T AR ARSI LS BERG . 76 4 T2 RERD B8 iy s o o,
M5 B 7K AR ()3 T 2 FEAE AR i 100mg ZHAIAS B 300mg 273 314 3.6% A0 5.1%, 223
RN 1.5%. TEhEEEHIE S MR, PSR AKCFEZBAA . A5 100mg 4
A 300mg ZHH 73 AIBE I 1.2% 5.0%F1 9.3%.

(K2 E G N E RE (LDL-C) A % G AR (I AH [ R (JE-HDL-C) Jhi&

TE 4 TR b 2 R ARG 1V AT rh, ZEAR TR YT 1 R TSR B 1 71 A
M) LDL-C ¥l 525 4AHEL, A5 100mg 4LR1A 5 300mg 2H LDL-C %348 (1) 1)
B CAEDEEND 739008 4.4mg/dL(4.5%)F1 8.2mg/dL(8.0%). FT A ¥R TT 4l H 1P 3 4
LDL-C 7K-F3E N 104 % 110mg/dL .

A IRTT I L EEEN R E AR AE HDL-C Fhi. 5BFIAAL, A5 100mg ZAIA
300mg 4 9F HDL-C ®REL MW FI L (H 2B 25~ 2.1mg/dL(1.5%)F
5.1mg/dL(3.6%). FTAGIT 4 I~ F4 2264 HDL-C /KFYE [N 140 & 147mg/dL.

M AT 8 AT

£ 4 TR 2 ) 22 8 7000 ORI RV B, 208 BRI P (A 238K
ML) R N-0.18g/dL(-1.1%), A5 100mg 414 0.47¢/dL(3.5%), Afh 300mg 41H
0.51g/dL(3.8%). FTHI6IT 4L i PR32k i 20 28 (K290 14.1g/dL. fEIRIT 45T, il
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EAKEETIERE LRSS BEECENL. A5 100mg 4URIAH 300mg 4LA7T & 1
B AN 0.8%. 4.0%H1 2.7%.

' A

—IGAE 714 BIZAEEH CPYER 64 ) ST rImARIRIE A, M NEE X Bk
St % EE (BMD) [IRRARIESLIEAT TR, 75 2 SR E P, 5EAMmLEt, A% 100mg
HAIA i 300mg ZH 4 #5015 BMD 23 Al AR T 0.9%A1 1.2%, JEHE BMD 43 7 FEIK 7 0.3%
M 0.7%. Beobh, HREGFIAML, ZXWAFEHARKBES BMD BT 0.1%, 4
300mg [ HTE i i BMD B T 0.4%, WA 100mg 28 ¥ Fi iz i BMD B8 4L
EHEE%R

TR S S 45 FH A TR R 7 AR R RS, RUAIX AR R Rk B+ B RS
S M AR E, BT OB H AR rER (TR A%, R Beif e L 5 259 258 I
RKAF,

o MyEmR

o SUEBIRG

o LN, K

o JRARFFRERIE i 4

(Hd

o BARSENEFIAR K (REJE /RN

"
B
el
[ =]

S i A T A g P S O S R N, o U BB K (B DERE
D,

HEEHE (eGFR KT 30mL/min/1.73m?). L RYIE MR (ESRD) HEHE (30
[EESEm) [HZEHED.
(]

1 B0 PR B8 B R B AE R v B A A MR RE R v 7

FE 1 BUBERRE S v, AR B I TR ROV RE R T (— b A A A D 1
R, BRI T RO AR FE 1 BB R A IR T, 5 G 2
BEML, BN AR RSB 2 (2SGLT2) i 745 24 1) 28 2 i A R v 25 1) X
W S G0 2R T REBE B A R G TG s . AR AN IE AT 1 BURE PR A
HES ) o

2 BUBE PR FIRIRBN (9, JRMR A s BRI T AR 52D 02 M i IR 2 £ KU (R 3
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FEAL A SGLT2 #filR CRLFEA S 1) 2 ZUBE s B, A EAERR h 2 A0 TSR Bl
SRS

A Py PR R 2 B A i RE R v 2 PR 5 R TR 3 B A 1 3 2 7 AR ek 1 3 U 4T 33
kS IR AR . SRS . AMERAND . ETRE. TR, MAEEA R
KW -

M R P 253 A PR RRE IR 5 Jd KR 2 AR R P 2 — 2, AR, R R
A NG FINPIR AT AR o K3 2B 1 U 7K R REAR W8 PR oG B % v 2 1) — R TTUAME. (491
an, AT 250 mg/dL). FRRERR HH# AURE PR IR 4R B2 [R] PT e b — BB SE K . 7EAS AR
Ja, PRBEHEMERSE 3 K (B2, O EEA SGLT2 MGG, B - A/ R 54t
M 6 R, AUREKIL 2 I B ER .

n SR PR 190 % WA AR BT TR v 23 AU, 5 R80T R AT A R . T8 I b 7K P
A7, G SRR I E AR IR b 2 — BRI AAEIR U T Al JF IR T2 v 2 0 Pl e
R BEAAREAERR T2, 15 P A i IR S B B BEAT VPAL, W RS WE R T, TR
7o EFFIEAGIBTT AT, Wl R EE TR I

WA RTRE, 7R R AR BUTHE R AERAERR T B R IR RS LT, EIEA RS L. 4
BEIARTE RS TIHOMRE ORG LG, EFFmANET (S0 LTHZEHAED.

FEE IR B IR A AE R B AT HE 183 85 0 2R A SO IRAMARAE, B
b AR GIRTT, LRIt .

TRB

FEPIIUER XS BEAEA O MU (CVD) SEEL CVD S A3 1 2 B R 82 BB
I RS (CANVAS Il CANVAS-R) o, ULEE RN 2 JE 77 20 L I FH A i J5 1 TR
R THiEr (CANVAS: 5.9 vs 2.8 f411/1000 & -5F; CANVAS-R: 7.5 vs 4.2 /1000 &% -
). fE 100mg Fl 300mg B K — IR 2R 7 R MR T A XK . CANVAS Al
CANVAS-R 8B HE 70 M onfER 2 FIZR 3 (B0 [ARKRBD.

AR AT AR R L (P TR S8 TP PE 2 AR SR T e R AR AR 140 38
B 99 B AFR SRR T MR L b B RS DU BEES R A1 L (R TG Hh 7
SZARNIRIT IR R AU 140 GIA R A 41 6D DEURE ZRE, 808 KU .

NG SRIERURE PR 1 A2 I 2 B LI SR R R R A . R AR
PRI S A D 0L A AR A 2075 A ) 52 R PR X8 A 7

T B R SR (BRI SRIEUHE U P 04 B v o I O R P A

This copy of the document was generated on 28 Jul 2025 (EST). Page 12 of 34
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60395 Version: 7.0 Status: Effective Effective Date: 25 Jul 2025 (EST)

R LD FARAEREIR . A ERAL MR G CEUFRBRER ) N R R B . ek
B, WS LI B O A AR AR i

MmAEERRE

A5 S R B A B, A IR RO IR I A R VU ) Sl AR A (20
UARRMD. 1EH#5Z SGLT2 Ml CRFEAGR) [ 2 B Rp EE S, CAHMRENLE
AR KRR 8 LTSRS, bR R G AE . B TR S
(eGFR<60 mL/min/1.73m*). &4 & B 52 #E R JR AR 7 0 8 R AR I 728 2 A 2 BRI
L PR RS T RE I N o B AT — B 2 Bl SURHAE (14095 ATETF AR A SRR T R, PPl 25
REFHATHYIE . T IFUR 5 WA AEAEAR o

BB

AT FHE N ME RS (S0 EZRHEHD, & S8 Eng. fee
SGLT2 #ifil (BFEAH) MEFE T, AarEERmn b e, b — s /&2
BEALENT: TRARASIRITI, W ER B S WUEF T &R eGFR BRI (S0 DA R BT
[ZjEEED.

— LR PR E RN T 65 % .

TEFFURAR SRTT R, N R RS EUER B2 RGN R, SRR, 12
Y TDhREA A, SRR O e K5 I 2 (RIKGR. ACE #4157, ARB. NSAID). #7
KA DR CIna e B s as ) BUARRIRR (B i 185 B 5 e T iR 8D,
FREEE AT s I R IS BB AR AE AR IR . a0 S B R,
S7 B P AR S R B REVR T

A7 FF A o5t AT 398 0 i 375 LB AP N PR eGFR o 1L 25 B 1 £ 3 5 ) 32 X e AR Ak B
(W OARRMD . FEFFEARSIRITAN, NMITME IR, FRIERIT PR 5 2 I T VT Al o
XF T eGFRIK T 60mL/min/1.73m? (&3, R UCEAT SEAE ) B DhRe i il . Wi eGFR G T
B FFEAR T 45mL/min/1.73m? I, ANEBEHIA M. eGFR KT 30mL/min/1.73m? i) &
AERAR (20 IHERE]L [#RD.

PR BRER B 3 R

BT R R R, TR R ATV YT I R o O T R R, B
AL BT VR ST IR IR AEAN S Fa B R o A P A b AT IR T TG PR e KR o LT A £
A TAE R ERIR P IRAEFEAR, B AEE, NOLRIG TRIT (B0 IARKRED.

S A 5 e B TR BUBR 1 3R AR USSR < B IR I
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ORI 8 J2 2 R 2 2 I A7) P 5 SR IR o 29455 8 0 2 sl 5 R (R A TRV R FHT B, AR
A REI DM S XS (S0 DA RRBD. nlE i BB IR 254 (LA A 16 1 i
Sy FAR WA B % 3R A7) 52 SR AR AR I R JRURSy o 5 Jan e FH 3 045 3 24477 11 S 3 MR AL X
W, AR L ) A FE IR DR o £ 2 AT 2

SHIRFEEBHER (8B /RIVE)

S O R, AR AR AN S TE 1) SGLT2 kI HEAT VAR T IRORE R v &
RIAE BIREIE R % GEJB/RIVED RS, X —Fh o WA ™ 5 B & A a5
PG, JEREITARKGT . LHEMBEA RS .. ™EEREFEAER . Z2RFARM
BET S

U2 AR SR T 1A B A A AR B2 B AT B R B . LD BEEN I, AR R AEA

W, BIPPAEIRIEME R A . i SRBEAL S BIIRBEE A 5%, ISR R AE IR, 2
B TG ARG SRR, HOMM MK, FERROEE 2 0 s s B 107 %,

AT A% L R

AR i S G0 A B A R B I R o A AR B B R e s ) R BRI AT L R R
SR G KA HEER (S0 IARRM D #EATE 2 A6 .

R M

PR AT EE T, AU CEE MU MK IR SO D R X
JSE R AETEFF IR A SR YT IR B JUANEE 2 LR N o R AR IR R, R4S A AR
T IRITIEIAT IR, EEMAERRERER (20 IARRML [HED.

£l

TE CANVAS I RAR IS 45 FH A b () B8 oWl 8 30 4 g o, L R7E IR IR T
12 A RA . TEFFAAARMIGITRT, BB R IE RS HEE (S0 IARRMD.

REERECEER (LDL-C) A&

A ERIT LT FIEARSSH) LDL-C A (B IR RN D. HFEAR SR, B
Wl LDL-C /KF, FE3& M IBHELS TIRI7 .

BETILEASEI L.

[ 210 R R L AE 4 24 ]

WEHR

P B 5

ST Wi ST FUREE B BB EAN RSB, AN R g B Y A
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ZEIARESZ AR IR TT MR A TR, A DL S K AR RGO AR 2 75 5 4 K.
SR S TR A i 42 ) AN R 22 BRI AN R J LI B RUR o

AEGR AT CUA R IR H HbA>7%1) b, B K H AR B FE I T SOAREA 6-10%.
HbA 1> 10% ) e PE R 5 TR 5 RS B8 20-25% 0 3@ SERE A HF i T 1 5 X
B AR N o 7E 5 [ M A, IR D8 0 2 8 11 7 K A B AR A= 1 T 7 5 XU 3
AR 2-4%F0 15-20%.

i PR3 2 = I

BEORFN/BR GG )L A 56 XU

SR TR PR 4% AN S S I 2 I B RO B R 3 L e TR AR, 4R R
SR BEFEL SR IRIERRE M AR . BRI P AR AR LI E R AEB G S8 B
RE DRITA 1) AT o

W FL A

DAL it &

WA KA MR BAFAET NI S BEFLME SR B )L 520 Ot 2L 43 WA 1R 52 e A5
Bo BT NKBEMRE MR RAETET BN &AM, O & AT e i i i
L3 R LI 24 2 R TRt N 2B 0 R A 7 AR XU

H T~ BEFLMRE R (1 2 )L AT AR HH O™ BN RN, S UCYE I LY ) AN A A
[LERZ]

AR E A S TE 18 2 LLT JLEE o v 1 22 A MR AR R
[ZERZ)]

76 13 WA KRR GR 34 2294 5] 65 % Je LA b 838 J 351 1 75 % e DA b i B
FTAMS (W UERRED.,

AT B, SERBEMEL, 65 2 R UL B M W A /0 A5 1
RERS (Flhn, RIS ROk E . BRI, 2. A EAREeE, i
RERER 300mg FIEA; 75 & U EEBE AR RN RAEREIMMEHE (30 UHEH
E) [IRRRMND. A5 B4, HbAc MPRAEZESH D (65 & UL Xft
GRFIA, A 100mg H251k-0.61%, A 300mg 41481L 0.74%) BEHLEEREE T G
EL 2 R4, A 100mg ZHA816-0.72%, 75 300mg 414816-0.87%) TRE/.

CZAH HAEF ]

H

R 6: HRBAIGKE X HZYHEIIEN
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UGT B§i% 357
R UGT i S50 nT B R A% S 2 55 B, I ] REBRARAS (i A9 7 R
i, | W1 €GFRKNTAET 60 mL/min/L73 m? [ ¢, WA UGT 155 ) —F
IR SR AR, U E AT 2 A 100 m A H VR R n %
200 mg B H— . XFT H FiR 524 5 200 mg &F H — 7 HL 75 5404 k2 )
(P, 45 HAFE AT E 300 mg & H—XK.
T eGFR /T 60 mL/min/1.73 m2 (), W UGT % S5 d 1 —Fh 5 4
SIS, K H AT A2 A 5 100 mg 4 H — 0 B TR AR N A 200
mg & H—K. 75 EFAMLEEES S, BRI S —MEREZ (0
Rz E)
| FIFET. PRZE. REWZ, FEEIS
JBR 5 R R R B AR WA
Ve 7 AR5 R AR CORE RS ) Bl B IRl A, R L X 1
VS8 i
4t A I 20 B T R PR AR R A R BRSO, DABRARAR b X
T b - %
s
Ik | RREANGTEInth e R (S0 (4R35 ) .

FHE | WIS A i R R I AR R TR G R R 2 (R

il

W RsZmd: | SGLT2 i) 55 4177 & F AT g 2 B AR AL AR I

T | AR ST U 2n 245 R SO 7 )11 S0 2 e 0 7 AR

4YIERZRETI
FE LR 12

TRz | SGLT2 Hfl 77 M8 A0 bR 1 2 W HRHE I 5 5B 1k SRR D25 2R
F252 SGLT2 A6 7 IR B ANHERE A PO G0 A Mt 00 At 4 175 0

T

Fh15-HABEBE (1.5-AG) £
15-AG MEAE VP32 SGLT2 il 7516 77 [ 3 1A B4 il 175 DL & A 7T 52

W IR 51 - )
S $252 SGLT2 MfIFA T IR BB 3 ANHEFE A 1,5- 5t 71 ] 267 78 T A 00 A 0 o
VIR st I . A R At 7 9 B A
[Z5¥)id=]

IR IV S O, NI R R BE S N Gt AR U SCRAA I iR i, 1 i
THACTE A R BRAR IR RIUI PR M LA R AR 2B I ACIR AR 28 7 SCRFIR YT - 4 /NI
WOENT LT RBETERR RIS FE, TR S A sl IR BLE T 5B .

LR 252 ]
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A IpAE S

FEMERRSZ AR AN 2 AW PR S8 AR I 2R3 2 A L. B I IRAS S 100mg FH
300mg J& 1-2 /MBS, BAAR G M ZUEREE (A7 Troa)o M 50mg & 300mg, <A4% F1134 I 5
Crmax F1 AUC BEFIE S LG . 100mg A1 300mg FIER MR L= (1) 25108 10.6
ANIFAT 13,1 /N o AR 100mg 2 300mg B R — IR 2 4-5 RIGEBIRads . ARmeifsh /1%
JET AR, 100mg AT 300mg 2 R4 2 G TE LK B AR B 36%.

MR

A i PRI IR AR BELI 65%. e A i 254830 )15 s (R,
A b W AE BE R BN HE D0 T IR F PR T R B A 1 S 4% T R R IR S IR BB
BAUFAERF RS — AR IA (20 LRVER=ED.

vigil

i FRE 2R B IR B IR 48 240 J5 A IR P X RS o A 8 BN 83.5L, RMAHA LU i iz
KRS MHEEA 248G (9%), FESARALE . HASE ARG T K511
VIR, B EUHE B R IR A A R TR .

AR

O- 781 B HEIE TRV AR i 1) = AR B 42, Ll UGT1A9 M1 UGT2B4 #4751 4
A R A A= P R TC T R 1 O-781 AT HE S BRI QU -

CYP3A4 /M FRARSIE A ARWITE N BT S HE RN (49 7%).

Hedttk

i JE 2 A B IR DUIR[MCIARIC I RAR FUF 5, A IE(E RIS RAR 7115 O 24 . F2 4%
RN O-%1 G FERE R AP 7350 o5 T IR A U PR 5 R BN 41.5% 7.0%F1 3.2%. A
it () JFE A 24 ] 28 ANt

FIT R O T8O VR 2 R S 1 20 33% 4 PRIBCHEME, TR0y O-%6 41 Wl I R AR 42
(30.5%). JRIEHHEM PR PR 1% A 100mg AT 300mg [1'5i8 Fk Z6 A8 A0 3
1.30 & 1.55mL/min.

TEME R SZARE PR KSR 2005, ARSI T4 BB R 3292 192mL/min.

PRk B

B R

—IURIREG 2 PSR R AL B E  (fEH MDRD-eGFR Ji R E(T 02 11
SR M 23 T LR T R A% 4144 200mg (254830 71 % .
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B E AL A S Cone 5 FZ A F ML (N=3; eGFR ik 2 8¢ 1T
90mL/min/1.73m?), & (N=10). & (N=9). FEEF (N=10) F#iF#E (eGFR %A 60
<90, 30 Z<60 I 15 £<30mL/min/1.73m?) 2 A M MK AUC 70 293910 15%-
29%F1 53%, (HAKRMIEH (ESKD) AZik#& (N=8) 5 i BE 52 ik 11 i AH L

A fh AUC SGINAE FE A IR IR R o BEAE B 1 e SRR RGN, A i I B 24528
FAER TR (W ER] EEFHD.

A i ) LA BRI I LR TS B -

A T

SRFThEEIE S 2 LG, A 300mg HLIRE 245 )5, Child-Pugh PP A 2% CRREERT
15 IS RE RN Crnax F1 AUCLI ) UAF I LB 23 528 107%F1 110%,  Child-Pugh 172K
B % CHERFIE) 2R E Coa F1 AUCHJUFTF35 ELAE 23 518 96%A1 111%.

— AN ERZE R L. WA Child-Pugh W& C 2% (FE) FHRESRE M
RS (0 UHEHED.

SEWY . PREIRR (BMD /R BB 2454080 J) 2R

IRAENT 1526 5132383 B REAT IBER PK 00T, 4E#S. fREHREL (BMD /A=, 1
RGN A i 23 7154808 BA IR R SUsEm (S0, L2ERZAD.

YR EAE BT

25 A AT F AR A VAl

A AE NI F2 AN S CYP450 BEII#RIA (3A4. 2C9. 2C19. 2B6 Al 1A2).
FRAE N PR AR R AMALS , A% CYP450 [ T (1A2. 2A6. 2C19. 2D6 5% 2E1) #%
HIHEIER, % CYP2B6. CYP2C8. CYP2C9 Fl CYP3A4 H A5 MEINE . A2 P-gp
554 7] o

A% s [F) BN 2 25 I8 B T P-REER 11 (P-gp) A MRP2 )4
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245 AE ELAE A4 N A
K7 HEAGNAREGRBRIEW

JUAIS{E 2
(BIEBERZ =)

FEFE 2 HEHAFTED | ARFEOD TEMH=1.0
AUC® Crnax

(90%CI) (90%CI)
KT TFHEYIRRRA R, HS 0 [(HBYHEE/ER]

o 600mgQD 0.49 0.72
AT 8 & 300mg (0.44; 0.54) (0.61; 0.84)
LR BRI E A A&

300mgQD 1.23 1.01
R 400mg 8 & (1.19; 1.27) (0.91; 1.11)
0.03mg Joh st Bz A
e e L T e 200mgQD 0.91 0.92
Rl 22 R v 4 0.15mg£§mm£ﬁ 6 F (0.88; 0.94) (0.84; 0.99)
. 25mgQD 300mgQD 1.12 1.15
AR 35 7R (1.08; 1.17) (1.06; 1.25)
L 300mgQD 1.10 1.05
ik B OO 2000mg 8 K (1.05; 1.15) (0.96; 1.16)
7 500mgBID 300mgQD 121 1.13
PIBRAT 3K 17 K (1.16; 1.25) (1.005 1.28)
W REZS, BRAESH WA
@ BRI N AUChwe, 2 IREZFT N AUC4n0
QD =fK—Ik; BID =FKHIX
x£8: AWML RBRIEMN
JUTIE L&
HEEHZTE (BB RER) TEm=1.0
PEBE 25 o A BHEO o o
(90%CI) (90%CI)
KT FAEYIRGRAREE, ES R (AYHEE/ER]
#—K 0.5mg
1.20 1.36

s fR—IK, B | 300mg BFK— s _ )

Hh i o 5 6 % 0.25mg . 7R Hh i (112215 ils.;.l)
BER—IK ' '

LR E TR R A7 &
L L 1.06® 1.00
zﬂjz@%%% 1000mg 300m§§ID25 Xq‘agiéu% (0.98; (0.92:
1.14) 1.09)
1.07 122
- M (0.99; (1.10;
e 5 A0 E;).O?aomlgs)é%ﬁt’; 200mgQD 1.15) 1.35)
Wit ZA R %TXJ%‘;* ;é% 6K 1.06 122
W T 2 (1.00; (1.11;
1.13) 1.35)
& A IR 1.25mg 200mgQD & H A IR 1.02 0.93
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JUFIE HEE
FERE A ZFIE = (B /IR AZHR) L£EMW=1.0
PR I AEHRE Rl —
(90%CI) (90%CD)
6K (0.98; (0.85;
1.07) 1.01)
3 3 Lol 099
AR (0.96; (0.91;
1.07) 1.08)
N 1.03 0.96
g (0.97 (0.88:
1.09) 1.04)
0.99 0.94
S 25312‘%?) 3007‘“3%‘3]3 SR (0.95; (0.87;
1.04) 1.0
1.20 1.06
h R — EhER —
%Eﬁ‘* X 2000mg 3 Oogmag%QD mg&%Eﬁﬂ (1.08; (0.93;
1.34) 1.20)
1.12 1.09
FEH AT (0.94; (0.91;
NP 300mgQD 133) 131)
FEARAMIT 40mg 7% 18 26
FEARAMTT R (1.03; (1.10;
1.35) 1.45)
1.01 1.03
(R)-HEi: bk (0.96; (0.94;
1.06) 1.13)
1.06 1.01
fik 30mg 3??%” (S)-HEE b (1.005 (0.90;
1.12) 1.13)
1.00 1.05
INR (0.98; (0.99;
1.03) 1.12)

WEaRen 24, BRAERS A U

QPR IRGE 25N AUCkes 22 IR4A 245 N AUCoano
AAUCo.12n

QD=HK—X; BID=REKMIK; INR=HFririEtl LhfE

WL

X UGT1A9 A1 UGT2B4 #4752 &M Hr. — Wil PR 170 2 0 i o,
UGT1A9*1/*3 4875 # M UGT2B4*2/*2 #5773 th-RA& B+ ) AUC 733l 3 0 26% A1 18%. I~
F 51 2 B BB N W RA O E . 451 (UGT1A9*3/*3, AiF<<0.1%) HIFZI ] e
FONEE, HMRIEITHT.
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(EZRAE 5 |
R 2 20 BRI ) I 28 11 e R R

CUAWEFE T A 5 R R — FFOBUI . AR R — FF IR R S B FHAE 2 ZR0H JR G 2R v
AL, HAGMIRIT AT E HbA e KF 7 P A A IR FI G T4 R e . 8
Wy MRS RBAIELAEIRS (BMD WA EEE] HbA c BRI .

BREVRYT

5 2RI — WU AR T

Ft 1284 7 #h e — W XU 245767 (A FEHEE 2000mg/ K, B U0 R ICILI 52 5 e 77
2/ 1500mg/ KD MUMHEHIAER 2 BRI EES S 7T 26 A XE. 2RI
MEXT IR RS, PP A it 5 SRR — FH U FH 97 ROR 2 4k . 2l PRI 55 %,
47% N, SFH3ELE eGFR N 89mL/min/1.73m?. SER 2 & BE. ZRFSAME, H
IR FFY A R — SOOI L) s B R R 3 (N=1009) #EFENLAY 41 H Al 5 ER — F WA
T T R ) I R 2 B H RO B2 AR R U B — R PR R 2 B AR IT R
(N=275) B NERER WA Z53A)T (% BiRFIE) 055 8 F, SRGEHEAN 2 .
B ZEANSAH. 2EHNSAE, SEWEENSEEARM 100mg 2. A% 300mg 4.
PEkEBIVT 100mg BB, B iR — RG2S, TENVEI 5 $hER — HOWUICIR H 197 24
e 4k

5 ERIR WU, fEIRIT 45 Re, 5@ dAitt, Ak 100mg 1 300mg ZH 1
HbA1c /KA T A G2 Xess (AN p H39<0.001). [FIRf, 44 100mg A
300mg K — W AE B A LA ) B b s HbA e KT A 7% AR, SIS (FPG) &
HIG, SR TREILEE (PPG), PR THREH S (ZHE 9. SREFIHML, &
il 100mg ZHAT 300mg A4 R B IREL HA Gt m X (HAIEA p H39<0.001), HA
FRI B ZH WS A e 1 B 2 1S58 A BBk 25 22 BRI R 43 73] 29 -5. 4mmH g F1-6.6mmHg .

R 9: &ML P IRE L 26 BRI IR R IR L RO

RZRF+EEs | A 100mg+Ek | A 300mg+i:
ZHXUAR R — F XU B8 — H XA
TS (N=183) (N=368) (N=367)
HbA1c(%)
FZ GHED 7.96 7.94 7.95
LR AL G S{ED -0.17 -0.79 -0.94
SRR GBI (95%CI)®@ -0.620)
(-0.76; - -0.779
0.48) (-0.91; -0.64)
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ZRF+EEs | A 100mg+E: | A E 300mg+:
Z XK R — F XA R — F SUAI
TRESH (N=183) (N=368) (N=367)
BB HbA1c<7% /I B & H 03 30 46® 580
2R IMAE (mg/dL)
HZ GHED 164 169 173
BRI GRS 2 -27 -38
A (HEBIED (95%CN® 30 40
(-36; -24) (-46; -34)
&5 2 /B ILEE(mg/dL)
& GHED 249 258 262
EOIE AL GRS D -10 -48 -57
SR zEs CRHEIE) (95%C1)®@ -38®) -470)
(-49; -27) (-58; -36)
RE
B2k (MME) , kg 86.7 88.7 85.4
LA % G -1.2 -3.7 -4.2
R GHBAMHE) (95%C1)@ -2.5) -2.9®)
(-3.1; -1.9) (-35; -2.3)

SR F B R ROIR T 2 B S H R O S8 1) = 1a)va I 7 N
@ X6} FE A AH AN 53 2 DR 1A T 1 /s — e S50 41
3 p<0.001

5 AR — SN B R SR 18 9T

$ 469 FIBCA I ELIR — OO GARIBGEE 2000mg/ K, BE AR IGVE 32 5 & 71
A/ 1500mg/ K, ) ARG R K BEEI iR KA RO MR H A E 2 BB R &
HZET 26 A WE. LR BIEARIRE, WA ERER  F ORI IR 1 H
Mgy sk et . ZREPHWERN 57 ¥, S1%NFE 1, FHHEL eGFR N
89mL/min/1.73m?. A4 FERLE IR 132 #h iR — WS IR S 15 97 1) &3 (N=372)
B2, BE. RSN, MBS (N=97) W% B2 w7 Z P AR
e FOBUICRIE IR 22/ 8 i, SRJEREN 2 S AT, SAHIG, BE Wbl H 2 A5
100mg 20 A< fh 300mg Al BRIA, FEREZ —IIRYT, 58RI — WU ARSI &
i H

TE N5 20 — WORUNCR B IR R BC & A T, TEVRIT 45 T, 5z B LL, A
100mg 1 300mg 21 HbA 1 c /KA T Guit24m s (AN FE4L p E19<0.001),
TER S IR — SR IR R A, 52 BAAE L, A% 100mg F1 300mg fE K — KA
TE S K LB B A HbA KRR 2 7% LR, 2 IE iK% (FPG) WML, HFEKT
REFESH (B 0% 10).

R 10: A5 5 HER — FXUICHIBIIR S A 1 26 & Z2RE70% H il RS 45 SR
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S +EhEs | A& 100meg+Eh | A 300mg+EhER
Z EA XA R — FA DU ZEXUIR
TR FIBEIRR AR
TREH (N=156) (N=157) (N=156)
HbAic (%)
ek (BME) 8.12 8.13 8.13
BOELR AL CIR D -0.13 -0.85 -1.06
S mzER GHBISME) (95%C1H@ -0.71® -0.92®
(-0.90; -0.52) (-1.115 -0.73)
3] HbA1c<7% /) B H 0% 18 436 576
22 I8 I A (mg/d L)
R (B 170 173 168
IR GRS (ED 4 -18 -31
SRR ER GHENMED (95%CDHP 22 -350)
(-31; -13) (-44; -25)
E
Kek GYED, ke 90.8 93.5 93.5
BORLAE Y% RS -0.7 2.1 -2.6
SERAER GBS (95%C)® 149 207
(-2.1; -0.7) (-2.7; -1.3)

% I BE RN R TT 2 B RS H R O S 1 = R T B
@ X FELRAB AN 43 2 R AR I /s — e s41 1
3 p<0.001

FERPIR A BE R IT R I PR 5

BEERH (55% 80 % A)

3t 714 B 55-80 % VA 2 AUBEIRE . HMRTHER AT CRRaids il iR & RNE B sk
A REAIE S REREZ ) MBS AR EH S 50— 26 B, WE . RGN R
B, YA S M RTRE R IE T B (9T R e et . B PRI N 64 ¥, 55% A
PE, “FIHELL eGFR N 77mL/min/1.73m?. 354 1:1:1 B BIBEHLr HEEZ A 5 100mg.
A% il 300mg B BRI R —IIRIT . TEIRIT AN, 52 Bndth, B2 A8 100mg 5L
300mg K — KIS IRFE M HbA c KPR IE R TSR UMNEE (AFIEY p
1H14<0.001), HFAH 100mg 414-0.57%(95%ClL:-0.71%; -0.44%), A<fh 300mg 4 M-
0.70%(95%CI:-0.84%; -0.57%) (W [ZZFEHZD.

Hh 1 45 T AR 11 af A )

$ 269 5 #5532 24 HT O PR IR 9T MBS IS LR 2 BB RN (A B eGFR A
30mL/min/1.73m? £/ T 50mL/min/1.73m?) HBESH 1126 . WEH. 2R 7x Rl R
B, VRN AR S SRR PRI IR TT I 19T ORI e A . SPIAERY N 68 5, 61% 1 N T
P, SPHIFELL eGFR A 39mL/min/1.73m?. BFE % 1:1:1 BENL AN 100mg. A
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300mg B2 B FIEER — AT -

FEIRIT 45 R, S AME, 2 A0 100mg 5L 300mg &R — K12 K # 1
HbA c /K T-BA T RKPFFE, HPARMS 100mg 44-0.30% (95%CL:-0.53%;-0.07%), A
300mg ZH H-0.40%, (95%CI:-0.64%:;-0.17%) (W, LiEZEFE]Y [AR MY [HZH

#D.

A IR O MUEPZORE B 2 BURR RS B3 O B 45 R

CANVAS 1 CANVAS-R iREG¥ 82 0. ZEF/MIX ., L. XE . “PATHA,
HA M NGRS bR E. 754 A4l CANVAS fIl CANVAS-R RIG I E#N: =30 £
2 0o M8 B0 1L B A B ks Bt fesE (i NALAEER 66%): Bi=50 &/ 2 4
Bl 2 AN PAE AR T2 O ML R R 3R 1 B NN 34% ).

CANVAS H1 CANVAS-R R38R 73 B EUAS 1 -RA% 1450 22 B 7] 53 i) S5 00 PR A1 51
Fik S A G A P O ML 0 AR T TR T IR B R TT IS [ E B O M A R FH4E (MACE) 1R AER
Wro FELSHEM MACE ESCAERRAEUT 3 MERFME A4 s\, afE (D
OIEFETS. (2) AEEGEHELIUEREA (3) RSB,

7 CANVAS Wi, $452303 LA 1:1:1 B LRI REAL /0 FE B AR 100 mg. 78 i 300 mg 2%,
VLHC R 22 B AI2H . /£ CANVAS-R 1, 432383 BL 1:1 B ELIBEAL 7 Bl 248 i 100 mg BLUL
Ber 2 RRIZH, IF HAESE 13 J8 JS ARAE A 703 (0T (R T 3213 i 52 1 A 42 1) 75
KD FVFIE 2 300 mgo A FRIHTRE R0 N30 ik ks RE R AL Y07 AT AR T 7 2 1) U Wt AT R
B, DU IR SZ AR H IR Lo IR R T RS A T VR T

3£ 10134 B B 58529697 (CANVAS H 4327 5], CANVAS-R #5807 il; Bl FC %=
IS 4344 ], AFAHIL 5790 1), FIJFRERFER RN 149 FI[CANVAS N 223 (4.3
F), CANVAS-R N 94 JE(1.8 H)]. K% 78% MR ANFZE AN, 13%2 TN, 3% %
ANEAEME R E N FEEERN 63 5, 2 64%IM52iRE B k.

R4 HbA SN 8.2%, ~FYIWE RN 13.54F, 70%H) 38 A HE PR IR 9 10
EEEKE . 22 31%. 21%F1 17% B RE T A2 AE 400 JEE 93 0 5 ) B
HS, eGFR AN 76 mL/min/1.73 m?. {EFRERNT, BFLEZ—F0 (19%) BEM (80%)
POEPRIR 29903697, EIEERIR XU (77%), FREE (50%) FUEEAREZ59 (43%),

FLLRRE, URAEIRII(E Y 137 mmHg, #5KERMEN 78 mmHg, LDL ¥J{E N 89 mg/dL,
HDL 18 N 46 mg/dL, JRAEANEFELE (UACR) HME N 115 mg/g. FEFLLLRT, K 80%
() B B B R L B R RGNBIFNIETT, 53%H52 B AR FIETT, 13%E 2 #EF
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PRFNIETT, 36%35 2 ARERRFNIAIT, T5% BT REAMNRTT, TA%B /MR 26T
(Z AR A VCHRD) o FERES 8], 508 W] DASE e frons RS A0 L B0 (VR TT 7 %8, LA
AL I T R L S 380k B R T H bR . FE RIS IR, A R 4 R e A 24
(5.2%vs 4.2%) FVTRZY) (5.8%vs 4.8%) MEHHZRAAZ .

F L THEM TR T — )2 Cox HLI AR AL, 55 1% 5E (1) MACE XU LE
(RS FUE 1.3 AL, AT RS AU 5

7E CANVAS 1 CANVAS-R 5 HIE A 7 Hrdr, A BEAS T 8 Ok MACE HIRUK: .
B IRKAE MACE BT R (95% CD {HifEA 0.86 (0.75, 0.97). ZW.% 11, A
RIGIREL T 99.6% B H LIRS . B 1 NE IR LE MACE B[] Kaplan-Meier 125 .

= 11: CANVAS Fl CANVAS-R R FRIC Bt EER A% i MACE K HH B n

HIVRIT BORL*
ZRIF A
N=4347 N=5795 ng%i c1y
(%) (%) "
OIMEFET . AEBBEME OIS, eSOt
AR A2 426 (10.4) 585 (9.2) 0.86 (0.75, 0.97)
(B UGB D W8S
JESIEIE U SE 159 (3.9) 215 (3.4) 0.85 (0.69, 1.05)
eSO 116 (2.8) 158 (2.5) 0.90 (0.71, 1.15)
O IMAEFET 185 (4.6) 268 (4.1) 0.87 (0.72, 1.06)
T RIANAIT TR
TR PAE (UMD =0.0158
OERERBEAE
§

HITVEAE T AR R AOBEALAL LA, R CMH R IR BRI 1 7 L
TR BT O A S R BLRYT B K K Cox LR A

This copy of the document was generated on 28 Jul 2025 (EST). Page 25 of 34
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60395 Version: 7.0 Status: Effective Effective Date: 25 Jul 2025 (EST)

B 1: Z2HE XKL MACE KR E

24
) HR (95% CI)
221 K5 0.86 (0.75, 0.97)
20
18
16
X
£ T 14
<C%12-
= W
#H E 104
%ﬁg_
6-
44
2 2
———— PN
O_ T T T T T T T T T T T T T AS'FJIE
] 26 52 78 104 130 156 182 208 234 260 286 312 338
= N EINGD)
ZIHE
GG 4347 4239 4153 40861 2942 1626 1240 1217 1187 1186 1120 1085 789 216
Al 5795 5672 5565 5447 4343 2084 2555 2513 2460 2419 2363 2311 1661 448
BN B T AR B

CANVAS 5T R NHAT (] Hp E 52383 . CANVAS-R BFFCHR 3G 92 46135 4 vp B 52t
BEHL e I F e 2 W e 29 mia Ty, Herh 2 BRI R SV & 46 152, Lk T 8
% MACE H4f. % 12 %1 T CANVAS-R W 70385 4 o [ S WAL B A i o s 1.

& 12:  CANVASHil CANVAS-RIFFRILE AP HISEAPERAEN EERSA R
MACE K L2 jER 43 BIVE T LN
------------ LR FAEIN I --mmmmee-

nIN (%) EVRT?2  n/N (%) EVRT?  HR®5(95%Cl) P {# 35
MACE * 3/46 (6.5) 43.23 5/ 46 (10.9) 72.42 - -
AEBUEHE MI 0/ 46 ( 0.0) 0.00 3/ 46 (6.5) 42.49 - -
JEFBEHE R 3/46 (6.5) 43.23 2/ 46 (4.3) 28.09 - -
LA FET 0/ 46 ( 0.0) 0.00 0/ 46 ( 0.0) 0.00 - -

T

1. BEIFNATT T4 .

2. 5 1000 B -FE W FFRER,

3. P AR N T XN 553 K P A 0.05 AR R RG 56:

K JZE Cox Ll MBS AR (LLEIT HE MR &) (SFREE L (R85 S 2 BFIM )
95%CI Fl p ., FFEHZJemr i M E R AL 75 2 .

4, B IRKE MACE [ . MACE /2 FZ O IMEARFHANGES, ZOMEFET . JEEFEHE-ONUE
B (MD FEHESBEM AR R IR A 405,
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5. A AP/MGT AR FEREORT 10 Hgdirh =00 1 GIFIER, A 3R A0S HE & HE 95%CI A p
fH.

PR B B AR R B B RO B 4R

TE TS B 08 AR DRI S8 VA R 9105 R 2 J 7 5 I 44 o3 S B o ) PR
(CREDENCE) & W% HZE/MX . FEHL. XE. &M% R, FCR2irdiinsT
[ELHE B R AT 52 1 Ut B S bR i) H 700 10 0 3 5 5K 3R 54 e A0 ) 771 (ACER) Bl 55K
1 ZARBHMEFI(ARB)H 2 BUBE PR H. eGFR=30 <90 mL/min/1.73 m2. £ AEH R
[J& F & FH/UEF>300 52 <5000 mg/g] i & HhidkaT.

CREDENCE 1) £ % H ({2 VT Al R 48 51115 5 22 B AH LU BRI B A 2 s 2k, BdE 2
RIAEH (ESKD) ML UL A5 1S DL B PR B0 A SE T

BFBENEZ RS 100 mg (N=2202) 2B (N=2199) JRJT, JFFrssdiss
THGREZE T P .

4401 B BEHLAEAZ IR (R A BE DTN 137 JA . 3REL T 99.9%32 188 1 A AP RS K dh

AR AN 67%, WA 20% (ZRIEFIE GEANEE 9%) , BAIENM
BEE N &G 5%, 3290 NPT Bkt T 7. FEIFER N 63 %, 66%MIZiRE N Tk,

BENLALET, P35 HbAw v 8.3%, K& A/WLEFIH{E N 927 mglg, ~“F1% eGFR A 56.2
ml/min/1.73m?, 50% BEfE CV i, 15%F 03 st JRZRI & i H PRS2 (AHAD
el (66%) « MUK (58%) MEEMEARSE (29%) Z4¥). BENUILES, JUL-FPrf sz
# (99.9%) #R{EFES ACEi 8L ARB YT, %) 60%/E kM PLMARZ5Y) (&R =] LK)
69%7E Ak HI At VT 22459 .

CREDENCE #F 7t i) F EE &4 N EH R A ESKD GE X eGFR<15 mL/min/1.73
m?, JHREMEN S | BV S B O A ST RN A . BT R R
AL AL B 43 B, A% B 100 mg i BRAR T R R A A& I [HR: 0.70; 95% CI:
0.59, 0.82; p<0.0001] (WK 2) . %k 13 Al 2 fiw, 7 ReE R B R ESKD. I iE LET
AL ML SO T A R AR . IR IR B MR T R D . A 5139 100 mg I 2 35 BEA
TR XKHR: 0.61; 95% Cl: 0.47 £ 0.80; p<0.001].
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# 13: CREDENCE ML X EL 5 (AFEEANESY) FIREL S04

ZRIF) RHEF
KR N=2199 FHhRAER | N=2202 HERER" | HR
(%) (%) (95% CI)
FEEHEN 340 (15.5) 6.1 245 (11.1) 4.3 0.70
(ESKD. ILiEMLEF {5 (0.59,0.82) ¢
B BT B
BT
ESKD 165 (7.5) 2.9 116 (5.3) 2.0 0.68
(0.54, 0.86)
1375 UL B 7 1 188 (8.5) 3.4 118 (5.4) 2.1 0.60
(0.48, 0.76)
BAET: 5(0.2) 0.1 2 (0.1) 0.0
O FET: 140 (6.4) 2.4 110 (5.0) 1.9 0.78
(0.61, 1.00)
OIET B0 (ER: | 253 (11.5) 45 179 (8.1) 3.1 0.69
(0.57,0.83) °
OIUEST: . JEEEME | 269 (12.2) 4.9 217 (9.9) 3.9 0.80
WYiIIN s AN | O S (0.67,0.95)"
H
JEEIENE O NIRE A 87 (4.0) 16 71 (3.2) 1.3 0.81
(0.59, 1.10)
JEFIEE A 66 (3.0) 1.2 53 (2.4) 0.9 0.80
(0.56, 1.15)
DLk 141 (6.4) 2.5 89 (4.0) 1.6 0.61
(0.47,0.80) *
ESKD. IMiEALEMEH | 224 (10.2) 4.0 153 (6.9) 2.7 0.66
s PESET (0.53,0.81)"

BEVRIT . T 5 A% A CLE SRR AN R Y UE .
AN FHAREKR SR 5, i RRRE TR ok A F 1 32 383 B 8.
* kA (/100 BE-E)

" SRR Cox L BT CRG T 4L/E i As &, fd 9% 0] eGFR =30 % <45 mL/min/1.73
m2, =45 <60 mL/min/1.73 m2. =60 £<90 mL/min/1.73 m2#{742) kMG RKK L (RigF
W5 RFIMEL) « 95% CI M p . HITRAFEMESER D, FHRS BT HR.
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" P {£<0.0001

' P{#<0.001
' P{}<0.02
Kaplan-Meier iz (& 2) Bon T2 HREMEELE G4 5 (ESKD. ML VLB 53 .

BT B M SETS) RIS TE] . HHEZRIESS 52 TR0 B, b dksi .
& 2: CREDENCE: Z2HWIRRAEFER A X S HIH} ]

30
28 4 HR (95%Cl)
N 0.70(0.59, 0.82
26 A ‘ ’
24 -
° o
%@ 20
=
E[P( 18
=2 16+ .
& 14 . o
i 12 -
,ﬂ% 10
(S
8_
6_
4_
2+ bl
e e A
D T T T T T T T ull:l
0 26 52 78 104 130 156 182
R 3 R D
ﬁ’?jﬁu 2199 2178 2132 2047 1725 1129 621 170
z'g rﬁ‘l 2202 2181 2145 2081 1786 1211 646 196

B8 A o R YT AR B A

CREDENCE #7838 129 Bil455 4y vh (5] 52303 BEAL 20 B - 2 it A iy, bz
REFVHAM-RHME 513 H 0 0 63 10 66 #1321k +# . 3% 14 FIHi T CREDENCE #7858 4 o [
B I RN B s R
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#14: CREDENCEMIAIEAN P EZRAE EXEL S (AFFAANHS) FIREL SHH0T!

TR - ZARE
2J= 1n/N(%) EVRT? n/N(%) EVRT? HR[b] (95% CI)
= B OB & % 4 |12/63(19.0) 118.71 7/66(10.6) 62.32 0.49(0.19,1.26)
(ESKD. i & WL B&F £%
LB PR T B0 I
JET)
ESKD 10/63(15.9) 97.21 4/66(6.1) 35.42 0.33(0.10,1.09)
1375 UL £ 1 10/63(15.9) 98.41 5/66(7.6) 43.92 0.38(0.13,1.15)
B ESE T 0 0.00 0 0.00
O FETS 3/63(4.8) 27.39 1/66(1.5) 8.63
O FET- B OB | 5/63(7.9) 46.64 4/66(6.1) 35.25
TE YT
OIVESET: . JEBUAEME | 8/63(12.7) 75.46 5/66(7.6) 44.82 0.60(0.20,1.84)
O HUEZE . JEEBE 1 26
i (MACE) &%
LS FEE O WURE BT 2/63(3.2) 18.46 2/66(3.0) 17.60
AEBENE A 3/63(4.8) 27.99 2/66(3.0) 17.56
OO FEAE B 4/63(6.3) 37.31 3/66(4.5) 26.44
ESKD. I i& ULEF fz 48 | 12/63(19.0) 118.71 6/66(9.1) 53.42 0.41(0.15,1.11)
ol B AR T B AN

VE:

I AR R A A SR B
2.5 1000 B & - HAF R AEE,

LEFEIT oM. T R G & i R E UCRER RDg#E. AU IFARER G SR, TRAR

(@RS

HEEH

FME BN — RN A PE P R 2 R A (SGLT2) T . B /N i ik 3ok f0 4 5
FHEZFRIE TS /NER) SGLT2 HEATEIRN, ~HE 51 #i] SGLT2 8/l B X ik
L AT RER IR, BRI RER (RTG), HEIJRBEHENE, I B b .

e Z T BELIT SGLT2 836 14 8] 27 ANk ¥ SRS, 38 n ey [l o o /N AR A% o I
WA AT LASE N BR S A5 F R N BRI R

FHEA R

pu: s Y

TN Ames IR S5 RABINE . ARIN/INER I IR 5 A AR UHE A 261 T IRIR 4G R oA
FHPE, TCARBIHEA S N iRI0 SRR . KERAA N RUZREE . E R IR RN,

AT

KRG A4 TR G 57 ITA 100me/kg O PR BRATREPE K B PR 8 8 B 20 T AH 24 T
IR 300mg NREFEEM 14 58 18 %), BARERFEAZHTE N 5IAES M
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BMOCE, BAERE T B, R TR, SRBE R AR B IR
T ROk, EXERBRIZERC . A E . ATEHRE I ToREm .

KBAREAR-IaAF R I RSB RNZ K R4 T RS E1S 100mg/ke/
K, ZPH5E 160mgke/ K, BURRAEMMA 6 RENEE 21 K, (LLAUCTHE, RiRE
2RI 300mg R 19 £5), WEH] i+ RHA S 3 800 R & 2k

4w KB H HAEJREE 21~90 KBRS T RIESIE 4. 200 65, 100mg/kg, &4
BRSBTS R R ARG AV NE Y K. DL AUC i, IR AR AR 2
BT E& T IRRAIE 300mg FRERMN 0.5 14, XL REELMNRERET KRE
AERE B ST ARENER B D . S KR LA Sy kLR AE 1A H Mk

RN B 2K
FHESNF TN KT, AL/ ELE N 1.4,
BoE ik

7E CD1 /NI SD AR 2 4 78 HRvPAS 7 B0 1

/NG T RIS FIETE 100 30 AT 100mg/kg T EEEFIRRFIE 300mg =1 14
i), KRR R AT

EFTAFIEA (10, 30 F1 100mg/kg) FRIRENE K R A 52 58 (B) R 4 iR 35 B 3 1, 3%
PO R R TRFARAER R (LHD B3, £ 12 ARG RIRE S, RIS TR
F i S VEAR N LH Tt

TEPERTHEPE K SRAE 100mg/kg (& 5 KL NIm AT 300mg # 8 &1 12 %) FIET,
T PO P R B PP B N R R R A S e N . [RIRE, 76 100mg/kg 7718 T HEPE
KRB RREER 40 R B W e, MR R IR . =R R T
IR A PIBACAS R A 72 R BB AT g o A 1 — N R AR DG R A
FAEZ R IR G R HEFE R & 300mg F) 2 REI, I RIS A AR WA HH BB ZK A A5 i s e
ig.
L5 ]

HERIRAT o

AR S ZE ) LB S e el 2 5
[ 2]

RE oW (PVO) AafEimEass. 10 h/R/E.
[H%00]
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36 1™ H
(AT FRiE]

25 ihE MR 1X20230082
[t ]

100mg: [ 24k HI20170375

300mg: [ 21 HI20170374
@SIZEIESZ PN

4 #5:  Janssen-Cilag International NV

VEMHuHE: Turnhoutseweg 30, B-2340 Beerse, Belgium
(A=Al ]

A4 FR: Janssen-Cilag S.p.A.

A= HihE: Via C. Janssen, Borgo San Michele, 04100 Latina, Italy
[N TEAN]

BWR: PR ARG 2 PR A A

VEAME AL SR P A P 22 T e R X R R B B DU R 19 T, BRVEAE P T

X o T 4 S ICUE Fr 17F
HRE Y : 710304
HIE 5 i9: 4008889988
EH 5. (029)82576616

Mdk:  http://www.xian-janssen.com.cn

***END OF DOCUMENT***
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