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3. BIRE B ERHER
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(eGFR (mL/min/1.73 m?))
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i FH 22 FRBE 3 R A, B2 AR 100mg B4 S 300mg 1577 K BB 2/ 2% B R AR
R

R 1. JTE 4026 A ZRBGX BT R P> 2% 3697 BEWRE A RN

A A i
ZRA 100mg 300mg
AR N=646 N=833 N=834
BTl PR % K 2 3.8% 5.9% 4.4%
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O CRAFEUTAR KRN T, DR
VE: EHRRTIRBMACTESE . TR 5 =ANATT AR A B R A 8k ) .
FEA i 100mg(1.8%) A i 300mg 1697 2H(1.7%) b 2R FFIZL (0.8%) L # 4k 15 i
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1000 & -F (W LK% D,

CREDENCEH 4% i1 100 mgZH A1 22 B 77 2H S 1 B 453495 1) O A AR AL
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MAFEA BRI R RS

A FECSERIR, 5] M =D . 7E sl R, FAS S IRIT
Sl ML AR R A R RN R A2 B AR Can, ARILE . fitksk#. B
SEHEARIMLE R RAAD . FEAT 300mg I H I EE TSR T RAERTE. 7RI
BRI P 5] i 7 AN SR DA RN R AR 2R LS K T v ) = KR A PR AR SR 7], R
JEEH%E (eGFR 4 30 £<60mL/min/1.73m?) VLR AFERGAFIsHL 75 & (0% 4. [H
FEHEYL BEEFED A CZERAAD.
F 4. ZOHI 1 RMEFEDEAHRAD RS EE E] (LE 8 TR MRS HIk R IR I 45

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

FELRIGME % % %
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75 % J L E@ 2.6% 4.9% 8.7%
eGFR /M T 60mL/min/1.73 m? 2.5% 4.7% 8.1%

)

15 FH kR R 7@ 4.7% 3.2% 8.8%

(O B 35 2 R M SH A 0] TR 2
@ BEFREA 1 FLLE R RER (B MHREARA. RS IRE . SRR TEEET 75 %)
B3l

FEVC A O TG RIS, A i ) T2 R B I [R] Dy 85 J, XFREZH . AR 100mg ZHLAN
A il 300mg 21 AR AR B LU 20 BN 1.3% 1.5%F0 2.1%. &3 5 3 78 4 FH A% 51
AT RIS LR P R A A8 ) XU B 1

ATEER R BRI

FE 4 T 22 R S0t B o I ARG OV A ep, bR B A EE R (I,
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300mg AR AR TN 2.8%. 10.46%H1 11.46%. 154 5E 2% L B Y s i) JE 36 32 A
TRTT I BE 5 B A B A A R o B R A A B 9 B BRI e M B S A IR T I
GElRE R, 7B D IRESNE U RS ATIRTT . L VEEE T, FE
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4.2% 1 3.8%. 531G 3 B BRI G B R AR AE R AT R IR S M, R BRAE A
I R RS R T . S R AR L, AT AR T A B A B IR R 1 S
B A IRITIN R 5y KA RIS (ARG 22%, EFIEEAD, TEMEH O R
FYTE RRBUAE DA TIR YT - (E B VR A, DRI B 3% 3 B I e 1T 4 1 2593 97 1)
ELASI7E 22 BRI RUA it 2H 53 ) 9 0% FH 0.5%

75 8 TPPAL MpEFE b FBEHLRIG VTS T, REEAT 6 IR D) S 3 152 R A 4114
BRI 03%IR TAZE, Hr 0 2% REMTEEHIIRGTAZE (S0 EEFEHD.

ik

FE A bR SR, AR E SCh: B SO RIS (T8N T 70mg/dL
AT MBS ED P S, ANEREIR QT

ARS8 SO AR INE S5 R A 5 B A AT IR L % 26 R 0 BSUR A R AR 5
FH (AHERE CRE AT . 723 MR d I RIS, AR 55
5 B BRI A P R LB R AR R T (SR S A ERFEHD.

R 5. MUBERH K BELIG RBT T AR MURE i e A2 R

. U PN N
R AT R 100m 300m
(26 /&) (N=192) (N=195) (N=16%)
HATIN(%)] 5(2.6) 7(3.6) 6(3.0)
BEEH e — . . o _
— E AT ZRIF+ AT | A5 100mg+ B XN | A5 300mg+— F XL
(26 ) (N=183) (N=368) A(N=367)
HATIN(%)] 3(1.6) 16(4.3) 17(4.6)
HJEN(%)]? 0(0) 1(0.3) 1(0.3)
%ﬁ%ﬁﬁi %ﬂ%ﬁ iR A fih 100mg+ = HOBAT | A5 300mg+— HI XL
(52 ) (N=482) (N=483) HL(N=485)
HAEIN(%)] 165(34.2) 27(5.6) 24(4.9)
HJEN(%)]? 15(3.1) 2(0.4) 3(0.6)
BEfEH R A 100mg A 300mg
TEARE iR R HE IR
(18 &) (N=69) (N=74) (N=72)
HAEIN(%)] 4(5.8) 3(4.1) 9(12.5)
BEA G OB | Zeitn g | 0 100mEt SR A 300mes S
(26 ) IR (N=156) IR R+
(N=157) (N=156)
SARIN(%)] 24(15.4) 43(27.4) 47(30.1)
I N(%)]@ 1(0.6) 1(0.6) 0
BRE A R XOUIHEEARE | PR sT+ = XL 7K 300mg+— F W
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(52 &) -+ DR 2 JIT+E iR 25
(N=378) (N=377)

BARIN(%)] 154(40.7) 163(43.2)
HEN(%)]@ 13(3.4) 15(4.0)

A 100mg+ — FF XA

B R — OBt ag 31 | RO TR K F 300mg+— 5L

B (26 ) *Eﬁf i?” *fi‘fj ﬁ” L+ SR (N=114)
FAR[N(%)] 3(2.6) 32.7) 6(5.3)
YA,
Eﬁﬂﬁn&ﬁ; 2R A fil 100mg Al 300mg
(18 H\) (N=565) (N=566) (N=587)
FAR[N(%)] 208(36.8) 279(49.3) 285(48.6)
HE[N(%)] 14(2.5) 10(1.8) 16(2.7)

O RN AN R AR 2 /D | R T AR A0 7% AR A1 A 8 R o = £ 2 A
@) AR A R AR ROE SO AR S R A R B AT IR L 2R 25001 ot R A IR A A S A
(A ERE DR AL R AR I BEED

CEi

£ CANVAS IfRIREH (S0 DERREE D, SEsLi g3 B A REXT AL, A b
100mg ZHANA  300mg 443 54 1.09+ 1.59 A1 1.79 EH 4 100 HFFEVIE. EHRITH
BV 26 I WAFTE A A R4 o0 A, I HAERF BI85 B3 2 0 REIIEET ()
PR R K B N i AT (S0 BERFETD.

U EMEARFRAE

M7 WUEFFF 5 AleGFR P4

TG fEIT 2 SR UUEF = AleGFRIF MK . 75 P BE R B b, i LEE 7
NI 0.2 mg/dL, RATEFFRBITIRTCAN, ZERFERE/KE. WARA LT
EAREE,  RURPREE BV, DR S EE BT RETE (S0 DR M1 28
HD. XeGFRIZMERMAEIRIT &1L R, XEYI L MRS) /)2 A0 W] BEAE R 1% 51
R TT RIS 1) S D Re AR e R 3R AE

AL 35 B T i

FEIC 2 0 bk A ge b B2 B DR 32 40 8% (eGFR 4 45 KT 60mL/min/1.73m?)
(N=723) 1, [MEFAE#E 5.4mEq/L HEERLAE RIS 15% 1 835 NEE 227 24
A fh 100mg HFA 5 300mg ZHH AT 5 T E 4 EL A 30N 5.3% 5.0%F1 8.8%.  HE I A T =
(R, X3aGEE 6.5mEq/L) B NBAEZREGIA T S 0.4%, AN 100mg HH A,
FEZA i 300mg 0 & 1.3%.

FEIR LG 35 oy, VAR v 0 O LT R gl t L B i 1 £ . FEA TR S TR
g T, 0 84% I IELEAE A P IR HRI I 254, BIanfREFFIRZS . I Rk

This copy of the document was generated on 07 Feb 2024 (EST). Page 9 of 34
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60395 Version: 3.0 Status: Effective Effective Date: 06 Feb 2024 (EST)

B EIR . R R ZARB T (S0 DEZRFETD.

fE CREDENCE W7t H, S2@AIAHMI, A% 100 mg AR M SR M 2 5 m8ii
REAR BB BIN . M58 %A 440 (>6.5 mEq/L) BN (S1E% R A2k 7t
H>15%) THE

RS S

TEARIFLRIRIT I RN B (6 A MIEEE T IR A S Mg B3 n,  JR7EIXANA
Jr R RS T . TR 4 T RGRDG RIS AV i h, & B PRI P34 7 43 b
FEA i 100mg ZHFIAS i 300mg 4153 A 8.1%F1 9.3%, 1M 22 R I2H N-0.6%. 7EH & E HiE
BEPRIE, MIESACHFERZEFIA. A5 100mg HFIA G 300mg 207 53N 0.2%.
9.2%A1 14.8%

1L 375 344

FEA SR LSRR T FIEAR S MIE B N, 76 4 TR BRI 1 oA o,
IME B KPR PP 3 1 4 BEAEAS i 100mg ZHAIAS i 300mg 21735124 3.6% A0 5.1%, 22
RN 1.5%. TEHEEHEEFFRE S, FHMERAKCFEREAA, A5 100mg 4
HIA G 300mg ZHH 73 7390 1.2% 5.0%41 9.3%

K% 2 i 2 A ME A RE (LDL-C) A19E e %5 R R FH [ A (E-HDL-C) JhiE

£ 4 TULREFE ) 22 R0 RIS VL S BT ey, ZEAS SRy i S oS 3 1 i) A
M) LDL-C ¥4jn. 522@ 54, A5 100mg ZLF1AS i 300mg 241 LDL-C #2514
B CHAEEN) 250N 4.4mg/dL(4.5%)F1 8.2mg/dL(8.0%). FT A iAyT 4 (P 32k
LDL-C /K~FJ5 [y 104 2 110mg/dL .

A T I S B EAH G HDL-C Fhimy. H5BMAMEt, Adh 100mg A,
300mg #4134F HDL-C %32k (- F ¥ CH ) 45N 2.1mg/dL(1.5%)F
5.1mg/dL(3.6%). T iaT A B34 HE HDL-C /K EN 140 & 147mg/dL.

M1 5 T i

TE 4 ThL IR 2 ) 22 BB R0 BRI T S e i i, ILAE B8R VR AP 384 (33
AR BRI N-0.18g/dL(-1.1%), A& 100mg 2N 0.47g/dL(3.5%), A& 300mg 41K
0.51g/dL(3.8%). FTHIAIT 4R i PR32k 41 2R K200 14.1g/dL. fEIRIT 45 AT, I
ARAKPETIEFE LR EEBREE BT A5 100mg ZURIA S 300mg 4177 i (1)
B AN 0.8%. 4.0%H1 2.7%.

B AR
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—ITE 714 L EF CPHER 64 0) i TRIIEARIRI T, R X e
SHE#E (BMD) HIFARISSHAT TR, 75 2 ERA Py, 5 Bmdmtt, A% 100mg
YHAIA T 300mg ZH 45 0C T BMD 20 HIFEK T 0.9%A1 1.2%, JEME BMD 437l B 7 0.3%
M 0.7%. WAk, SRBFHML, XHAFRELWEE S BMD KT 0.1%, A
300mg 4 AT E i BMD B T 0.4%, A 100mg 28 1 5 ize ity BMD JEA8 4L .
EHEE%

TEAR S5 18 F AR R B T DA R B DRI AN )R Mok 5+ B R4 H
WG I NBERUBEA T, AT OB H A ReE i Th R AR, AN Re e H 5 29 2 55 (1
RKR.

o JRERR 7

o MBI

o LN, R K

o JRMRKERIEANE i R

o SIARFEMEMI R (HaJe /R

(@25
A A5 6 A ™ B OS N B NRE, Snad Rs N BRI R K (B R
) DE

HEEHFE (eGFR KT 30mL/min/1.73m>). & AKWE K (ESRD) MEH (3L
[EEFHI) [HZHED.
(QE=e=211)|

1 BB PR B8 08 PR B AE R - S R FC A B AE R -

fE 1 BOREPRAT B, Adh RE RN TR B RR g (—ME KA a1
R, BRI T RO AR, FE 1 BB B I R IR T, 58 A 2
BEAL, B ERE T RIS E T 2 (2SGLT2) 7145 24 1) 582 i AE R v 25 1) X
o 522 TN s 2R T R B A R R N T . AR ANE BT 1 B R R
A il

2 BUBE PRI FIERRG (o, JRAR ¢ sk BUBRIRT AR 5D /2 Wi R v 2 0 KU PR 3
FEALFH SGLT2 I (EFEA ) 1) 2 BUpE IR G F T, CAHEER P R0 SR b
JERAE

PR 97 A PR 2 S E A PR R B 1 U R TR R LA B R R . VRN
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ERIRE . TR, BRBEF R, A LA

M R PR 25 A PR RRE IR 5 Jd K R 2 AR MM R P 2 — 20, ARty R R
A BTG ARG AR o SR 2 1) MU A R BEAR W8 PR s B i R o 2 1) — IR HUME. (451
an, KT 250 mg/dL). FRSERR 3 AURE PR ) FF 20 18] A] B b — RBUIME A . 7E4F FH AR
J&, PRBEHEMRRS: 3 K Hig, O EfEH SGLT2 MG, BiRERR § e b bR Frakig it
6 K, FERREKIL 2 AN B A

L SRR AT 190 % W AE AR BT TR o 2 XUy, B R80T B AT A AR B . T8 IR K-
o], SRR I AR PR IR b B — B ARAE AR, VP4l JHCPRIRE IR v 2 1 PT RE
BRI ERERR T B, A% A P SL R R AT VEAL, W RIS EERR R, WIEATIR
7o EFIFMRATIRIT AT, W00 R A R EE TR I

WA RE, FER] R PR R AERAERR A R R RIS GL R, EIE ARG . Y
BEMGRIEERGE TIHOWE DIRG 25, EHFEARGT (S0 [EHRED.

SRR b B R AARE XS B AT B, 485 B W R DU DR RFAAE, B
AR IRYT, IR RIAREE

T BB

FEW IV A O ILE W (CVD) SLEL CVD Sl K 31K 2 BURE JR v 255 (R RE AL
RN RS (CANVAS R CANVAS-R) A, W8 B F0 22 BT LU AR A i S5 R FREAR
R THiEr (CANVAS: 5.9 vs 2.8 f411/1000 & -5F; CANVAS-R: 7.5 vs 4.2 /1000 &% -
). fE 100mg Al 300mg &R —IRZ 2571 T P S T AU A . CANVAS Al
CANVAS-R HI#BEHE 73 0 BonfER 2 Mk 3 (B0 AR KM D.

BRI AT AR R L (P TR S8 TP PRS2 AR SR T e R AE AR 140 38
BAETH 99 BD: (RS R T M LA EORE R DU BRI 1t (IR T AE %
SZARIRYT R R AU 140 BIBIR R H 41 6. DEURE ZREE, 808 T

NBRRGE  RIECRIRE R 1 R I 2 B LIRS BB IR R R AR A BEAEAT A
JEE 5B 471 0L A R 228 0 7 1Y) 52 ko B X B 1

FEFFURAS St FH 240, 2% 18 1) £6 2 ok o mT R Il e XU (R 3, 491 A 4 S
1 MRS RIS A, DLROHE PRV R Bt . TR B AR R (BUED SREUE #
TR P AL S B o I DR P A 1 R R S I CL R ARAE AR R BB A
B CEFREHER) NEHAMBAlRE B, R I S SR R RS IR AR

MAERE
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AN R B A B, A AT R AR IR A L R SUVURF I S — il AR A (B0
[ARKRMD. fEH3Z SGLT2 Ml CHFEAS) 2 BB Rp B, ARSI
EARMRM S BB LR, Hoh— B R A G AENT . B IR B
(eGFR<\60 mL/min/1.73m?). &4 3 B 52 #F R BRFRVA T 1 38 R AR L8 = A 2 B
L PR PRSP R I o B A — B 2 A SRR AIE 1908 ATEFF AR A iRy Al R VPAN L2 &=
RIS IFFATAIE . W7 I IR 5 M AR AE AR o

=S inliil
A AT S EONE N MR RS (SR ERHEHRD, o SRR, F%
SGLT2 #iil7) (&AM MEF T, BB bl EiRe, Hrp—ie s /e
BEALENT: TFARA SR, r] W R B MyE WU T Al eGFR BEIE (20 DR R ML
[Z3EHED.

— L R B H RN T 65 % .

TETFURAR SRIT R, M5 RE S EUEF ML BRI N &R, A Rns e, 18
MFTIREAR A FE MM OREEEIE KA A2 (IR ACE #Ifil5). ARB. NSAID). #
RAZ R AnEtEgomeiaE ) BURRIR R (B s s R 8 T m i),
ISR ARG s WIS R IS B (R E RIREIR o SR HH I S e LA
7 RS R AR i R B RLIR T

A5 FFY 2 g5t T 8 0 L35 FLIGT 7K AN AR eGFR . IS B IR 6 35 T 5 0 52 3 e AR AL B
(B IR D . fEFFEARSEITR, NSRS, FRIEIRIT PR 5 e W T VE Al o
XF T eGFRAK T 60mL/min/1.73m? (1) 8%,  SEUCHAT AR B DhRe Ml . WK eGFRAK T
B FFEAR T 45mL/min/1.73m? i, ANV . eGFR KT 30mL/min/1.73m? ) &
BEHAR (W THZHEL [ZE2D.

PR BERER B 3 %

LR A R, TR AR AT VR YT I R O T R B R, B
AL B IR YT I SRR AE AN o B o A P AR R EAT IR T PTG PR e e R o VT Al £
H R ALAE R BRI RAEAEAR, B AATE, NSRS FiR9T (S IARRMD.

5I5E 5 P e % 2R BUBR 5 2 (R WA SR AR 5% IR LB

ORI J8 2 2 R By 2R I A7) P 5 SRR IR o 229455 0 I 3 e 5 R WA TRV BRI B, AR
A BRI MR XS (B0 IR RBD. Bk, M5ARMBCE AN, R R R
B ml B S AR, ARG A XU
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AR FCEHER (RBJE/RINED

S O R, PR P AR AN S TE P ) SGLT2 kG HEAT VAR T IRORE R &
RIS FARFEE L 26 R Je ZRIMIEDD ARy, 1 — o I AH ™ 5 Hfs 2 AR i (3R 5
VY, WERIFARBT . KWEMSMESERERY . mEE R 2XRFARM
FET S

U2 AR SR YT 1A FE A A A B B2 B LR B . £ B, AR R B
&, BIPPAEIRSEME M A o n RSB BIIRSEPE I 58, RiST RIS i AR IR, 2
B TG TF ARG SRR, SO MR, FERRAEE 2 0 s BT %

A TE B B R Y

AN it 2 1 A T A R TR T XU o A TR R R s 1 R BRI AT L B D)
PV G KA AR E R (S0 IR D . #HATE S W AGRTT .

U= G-

B AT I B R, A IR R CELE M MK R B R iR X R
OB R AETETF IR AR SR YT IR LA 2 LR N o IR AR USSR A3 A
GTIRITIFEMT IR, EEMERRBREER (20 IARRM]L [HED.

£l

FE CANVAS i R 1056 Hh A FH AR it 6 26 5 e L2 30 - AR o, FLB FLAETH IR IR TT )5
12 JH KA . EFFURASIRITHT, ROE S MBS IR R (S0 IARRED.

REERESHEER (LDL-C) A&

A EIRIT I T FIEARSCH) LDL-C s (B AR KRB D. AR RIRIT G, M
Wl LDL-C /K~F, FE3&E M MRHES TIR97 .

BWETIILEAGEIL.
[ %00 K AL A 4 245 ]

TR

P 45

BT BNt SR R AN RN, AN PR S R e A PR A

ZRUARESZ AT IR T AR A IR, A2 DA K H AR SR E IR AR 2 B 5 2 K.
A0 SR DD R 32 ) S R 2 RS AN L BORUKS «

PEURAT O A HE R L HbA > 7% 2o, R H AR BRSO TS BERSA 6-10%.
HbA 1> 10% ) 2P R B FH 8 SR EE 20-25% . 38 REAE A FE ™ (T H 15 5%
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WA, TESEERF@E AR, IR LV 20 1 3 K H AR SR B R A 1 T 5 35 XU 4
AR 2-4%F0 15-20% .

i AR 7 I

BEAAHEUVEIG/G L5008 AH 56 KU

ST S D60 B PR 4% ) A 2 1 I 2 i R PR AE R P . SR TR LRI R R
SR BERE IR IFREI R . KPR A AN S SN AG LI O AR BRI LSBT B
Y BRSNS

W L3

DS e &

HCH AR MR BAEAE T NI S BEALMESE B L 52 SO P 43 W 1 s e 145
Bo BT NFKBEMRE BRI R AETE T BN A SIS BAE, RO A% 5 A RR Jd
FLid R ) LI¥ 25 B B ik NS T KR 3 7 A XU

F - REFLIE IR 1 B2 )L AT Bt B SN R ROBE, DA I L T TR AN Bk R AR
[LEMZ]

WA AR TE 18 5 LN L2 R P (1 e A PR A
(2R ]

75 13 TAHGImPRIRIE H, F 2294 11 65 % Je LA 3 I 351 1] 75 %6 R DA bR 2
BTAS (W UERRED.

A SRS T, SEREBEML, 65 % F UIE B I Py 7B HH 1
AR (0, RIS RS E . B R, S, Bk RAERES, o
et R 300mg FIEH; 75 & KU EEENA R KM AKAEREINAERE (S0 LHZEH
E) [ARKRMD. AR5t @m4l, HbAc MFRAEZERE S (65 2 U E; Xt
A, A 100mg H2516-0.61%, A 300mg Z1481L 0.74%) BEHEFEREHE T G
Ebz B, A 100mg 413516-0.72%, A& 300mg 448 16-0.87%) HEE /N,

(2 HAEH ]
*6: SRMANERE XKL

UGT B 351
VS 2k

g, | AT eGFRATHT 60 mLimin/1.73 m? [ 47, 4R UGT 7l ity —F
T | SARERBA R, WL H T 2 A5 100 mg A H — Y S AU n

UGT Mg i/ 7 aT AR R A 2114 ZR R 5, AT AT E P AIRA i A7 28
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200 mg & H—R. X+ H Al 5245 200 mg & H — ¥k B 75 505 T 32 i
s, & H S E R % 300 mg £ H—K.
AT eGFR /M T 60 mL/min/1.73 m? (i, WA UGT 5 Sl ) —Fl 54
SIS, UK B AT A2 A A 100 mg A H — YRR RS N 2 200
mg & H—K. TEMIMIEERIREE, TZRNINS —FEHEZ (S0
LR
AP | FFET. R, RELZ . PR
iR 5 2 BB S AR WA
Yo i A5 R AW CIREAR S ) BB A A R, R B R 1
//mﬁaﬁ’//l]/‘?: jJD
A g%%%ﬂ%%%%ﬁ%ﬁ%%ﬁ%mﬁ%%%%ﬂ%,u%%%m%m
s
aCEn: | RRRANF RN E E RERE (S [ARE11%] ) .
F I | WA AR B RD M i S VAT A R R T T R R M e O
5
WA | SGLT2 fk 77 5 88 754 Fl o] R 2 PR R M5 B iR .
FHE | ERASH T G 2 24 RN 4028 7] e 301 1) o A0 ) 7 R
#Y LR ERETIN
JH LR BB 3
WAy | SGLT2 $ 73 fin J 46 40 HE T 5 S SBH 1 J b A i &5 31
A F25% SGLT2 MHIFAATT P F5 38 AN T2 (5 T B W 3000 Sk AV ) o 5 42 o 175 90
T L5-BABEEE (15-AG) #H
) gAGM%EWE%%S@JZW%N@%%%%E%%%%%%Kﬂ%
A $252 SGLT2 MfIFA T IR BB 3 ANHEFE A 1,5- 5t 71 ] 267 78 T A 00 A 0 o
VIS s A H A 3 W T A
[ 25t =]

R MBI RO, BRI AR BR 55 N Bt R SRECH SRR T HE i, 10
THACTE A R BRR I RN PR M LA R AR 2B I ACIR &S 28 7 SCRFIR YT - 4 /NI
WOENT L RBETR R RIS S1E, TR S A Rl IR ST £ B .

[l AR 2 ]
ZR3h 1%

TEARREZ AT AN 2 BB R B A i 2 AREN D 5 AR L. SR UIRAS i 100mg AT
300mg & 1-2 /M), BIAAR G M ZIEIREE (A7 Tma)o M 50mg & 300mg, <% 51134 I 5
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Cunax M1 AUC BB LG 0. 100mg F1 300mg FIE R WA AR LW (1) 20515 10.6
ANIFAT 13,1 /8IS o Al 100mg 2 300mg R —IR45 2 4-5 RIGAEIRaE . Am2ifah 1
JERT [, 100mg A1 300mg % IR 45 24 Ja 1E LK ERUE ] 36%.

MR

A i Pt I IRA DRI BEL ) 65%. e Xt A i 25488 11 e s (R,
AR AT FE R BN AT L N IR o AL E T M T RS YD S 2 ] R B R S IR I8 B
RUFAERF R — R IERTIRA (20 LRVERED.

vigiil

il 52 3 B IR K 48 24 J5 AR R P YR s i A 580 83.5L, REAHA LU AT iz
A SMFEEATZES (9%), FTESARALG . RAGGAURBT R #5110
ZiREE . B U R R R R A A TR X

AR

O-F %] FERE R A A i 32 BRI BR 842, FEL HH UGTI1A9 Al UGT2B4 #4778 4
TS R LA B R TS M 1) O- 7 AT PR RS BR AR A -

CYP3A4 N TR FIE AL ARETE N BT L ER N (4 7%).

Heittt

il JE 2 A3 B R DR CIARIC B RAR 5% 5, AR R RIS RAR 2133 T 24 J2 4t
AT O G HEIERR AR 2350l o5 P AR FTBUR PR 25708 1) 41.5% 7.0%A1 3.2%. A
i T PGB P] 2B AN T

FIT iR (R T8 Ve 2 R B 1 2 33% 48 JRIBHEE, = BETR RO O-7 41 BE B R AR )
(30.5%) 0 PRI HEMRETE WAL 1% 4S5 100mg F1 300mg i B 2 AR 406 Bl
1.30 & 1.55mL/min.

TEME RS2 H R KA 255, ARS8 5B 25 192mL/min.

FERR B

HE

— IR IR 2 FERERISFEA R B 4% (fH MDRD-eGFR /72 HET 43 98) 11
SR R 2 A T LT R 465134 200mg 19 Z5R3) 11 %

B E AN WA Coae 518 B2 W #H A L (N=3; eGFR ik 3 B i id
90mL/min/1.73m?), & (N=10). & (N=9). FEEF (N=10) F#FE (eGFR 44 60
<90, 30 £2<60 Fl 15 £<30mL/min/1.73m?) Z3 AR MM ML AUC 7307 29380 15%-
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29%71 53%, (HZARKIIER (ESKD) SZil# (N=8) 5 1g B 521 # 15 AR AL o

Al AUC SEN A IE BE A IR R R S . BEAE B 40 ™ SRR R I, A ot A B 242K
FER TR (W ER) EERFHD.

A% it LA REE I OB T I B -

IR E

5FDIREIE R 52 F AL, A5 300mg HLIR% 2 )5, Child-Pugh W4 A 2t (RN
1) MBI Crax 1 AUCHT LA FI LLAE 20518 107%F0 110%, Child-Pugh 4%
B % CHERE) 2R Couw A1 AUCHI L2 HUAB 23 518 96%A1 111%.

— NN R ZEFIGARE Lo MEAE Child-Pugh W C 2 (FE) FHRESRE K
RS (0 LHZERHED.

EWS . PREIRE (BMD R IR0 R R A 254X 5h ) 2B

HRIEXT 1526 013205 MIBERHAT B PR 047, 4F#. (REIES (BMD MEE. 1#
RIS A i 2 A3 ) 5 8 BA IR XL msem (S0 EHERZAD.

23 EAE R ST

ZIAE ELAE AR AL VAL

A fE N AR TR AT 3 CYP450 BIRIL (3A4. 2C9. 2C19. 2B6 Al 1A2).
R4 NFFRCRL A A AR, A6 CYP45S0 [ THE (1A2. 2A6. 2C19. 2D6 B 2E1) ¥
HIEER, X CYP2B6. CYP2C8. CYP2C9 F1 CYP3A4 HHEIgMHIEMH . A5 &2 P-gp
F 55 40 1) 7)o

A% i [F) B 2 2P 2 B ) P-REER 1 (P-gp) A MRP2 R4
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25 AE EAE FH AR N R4S
£ HBEASGNEARESRENEH

JUAIS{E 2
(BIEBERZ =)

FEFE 2 HEHAFTED | ARFEOD TeFH=1.0
AUC® Conax

(90%CI) (90%CI)
KT FIEYIRmRARME, E2 R (BYHEE/ER]

o 600mgQD 0.49 0.72
Al 8 & 300mg (0.44; 0.54) (0.61; 0.84)
PTFERLEREARLFE:

300mgQD 1.23 1.01
EILES 400mg 8 & (1.19; 1.27) (0.91; 1.11)
0.03mg Jok i fi A1
P i 200mgQD 0.91 0.92
ORIEREAN e v 2 0.15mg£§)@%£& 6K (0.88; 0.94) (0.84; 0.99)
N 25mgQD 300mgQD 1.12 1.15
AAIEIR 35 7R (1.08; 1.17) (1.06; 1.25)
B 300mgQD 1.10 1.05
— AU 2000mg 8 K (1.05; 1.15) (0.96; 1.16)
7 500mgBID 300mgQD 121 .13
PITET 3K 17 % (1.16; 1.25) (1.005; 1.28)
W Bk, BRAESAH UL
@ BRI N AUChwe, 2 IREZFT N AUC4n0
QD =fK—Ik; BID =FKHIX
R8: AR EERAESRENT M
JIRCIEST =N 3
s | PN | g | CHMRNBIED Kawers
(90%CI) (90%CI)
KT FAEYIRGRAREE, ES R (AYHEE/ER]
#—K 0.5mg
1.20 1.36

5 BRI, B | 300mg R — o _ ,

i 6K 025mg | W TR i iﬁg’ iﬁ;
R ' |

PR BT & AR A7 &
L L 1.06® 1.00
zﬂjz@%%% 1000mg 300m§§ID25 Xq‘agiéu% (0.98; (0.92:
1.14) 1.09)
1.07 122
- Mg (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 15 it Z (1.00: (111
1.13) 135)
EEN 1.25mg 200mgQD BN 1.02 0.93
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JURT S E HE

FERE A ZFIE - (HI/EEFERZER) £Hm=1.0

b2 o N AUC® Co
(90%CD) (90%CI)

6K (0.98; (0.85;

1.07) 1.0

3 3 Lol 099

I (0.96; (0.91;

1.07) 1.08)

1.03 0.96

YA

45;?%%' (0.97; (0.88;

1.09) 1.04)

0.99 0.94

U 25312*‘4;513 3007‘“3%QD A (0.95; (0.87;

1.04) 1.0

1.20 1.06

XU 2000mg 3 Oogma*‘éQD — H I (1.08; (0.93;

1.34) 1.20)

112 1.09

FEH AT (0.94; (0.91;

e s 300mgQD 1.33) 13D

FEARAMIT 40mg 7% 18 26

AT R (1.03; (1.10;

1.35) 1.45)

1.01 1.03

(R)-1E33:4K (0.96; (0.94;

1.06) 1.13)

1.06 1.01

USTRIN 30mg 3 0?31%@) (S)-HiEHk (1.00; (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

CLARFIT T A5 AR, — FOOUNCRIE IR R 7E 2 BB s B oh, 5 2Rt
FEG, AR SIETTAITE HbAc /KF I TH 7= AR B G PR GE i 2 2 S et . 7EARRS . 1
Bl FRASEL R E IR (BMD TZLHIMEEE] HbA ¢ F41K.

BREVRYT

55— U &R T

H 1284 5] — XU 259697 GA RSk 2000me/ K, 33 W SR Ak TN 52 3 f 4
/> 1500mg/ KD MUMHEHIAER) 2 BB RG BE S5 T —0 26 . XE . 2R FIFI R X
R PR S, PPN AR 5 FOBUIRE F 7 ORI 2 e . 2P AR N 55 %, 47%
B, FEEL eGFR Jy 89mL/min/1.73m?. e/ 2 . BE. ZEFSAME, HiikH
THUIE EL A A B DR A (N=1009) #EBEHLAN 4. H AT = BB 77 & A T 2R 5
B B EE BTS2 T XUNON 55 — M R 25 IR TT 0 R (N=275) B9 — HIXUIT
ZiiRyy G BIRFIE) B 8 B, AN 2 L BE. REFISAM. ZEGFRISA
W5, BEWEENLRZEA N 100mg 2. A5 300mg 4. FaREFIVT 100mg 41 882 574,
ez R — KA Y, AERVNS = HOOUNCER T 197 20Rn 22 4

5 ZHXUIMECH, fEIRIT8Rme, 52EGIHMEL, 404 100mg F1 300mg ZH 1] HbA ¢
KRR T A Gt U EEE (HASTIEA p [E15<0.001). [FR, 75 100mg il 300mg
BER — AR KRB 38 A HbAjc ZKFREE 7%A T, M RIEE (FPG) B35
%, 5% 7T REIIFE (PPG), MK THREH/SL (20K 9. SRBEFAML, A5
100mg ZH 1 300mg W4 Ik 8 3 4 B A Seit 8 0 (AN 4 p (E3<0.001), PIANFIE
ZHL IS T B2 28 A 0 2 2 B RO 4 14 -5 4mmHg F1-6.6mmHg

R 9: AR HWATELA FZE 26 A RBFIMIRIGR ALK LS RO

REF+—H | AR 100mg+= | 7 300mg+—
XU B UK B SO
TREH (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
HRm R GRS (95%CI)®@ -0.620)
(-0.76; - -0.779
0.48) (-0.91; -0.64)
IEB] HbA1c<7% ] B E H 208 30 46® 58C)
75 i 1L BE (mg/dL)
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2R+ B | A& 100mg+= | A& 300mg+—=
AT B UG B UK
TRESH (N=183) (N=368) (N=367)
HZ YD 164 169 173
BRI CREEED 2 -27 -38
A (HEBIED (95%CN® 30 40
(-36; -24) (-46; -34)
)5 2 /B ILEE(mg/dL)
& GHED 249 258 262
IR ARL GRS -10 -48 -57
S EmzEs CREIE (95%C1)®@ -38® -470
(-49; -27) (-58; -36)
RE
B2k (ME) , kg 86.7 88.7 85.4
LA L% G -1.2 -3.7 -4.2
SR GHBAMHE) (95%C1)@ -2.5) -2.9®)
(-3.1; -1.9) (-35; -2.3)

SR F BN ROR T 2 Fa S R O S8 1) = a0 va I 7 N
@ X6} FE A AF AN 53 2 DR 1A I B /s — e S5 41
3 p<0.001

5~ W AT AR R SR A 16T

I 469 BB I GARIEGERE 2000mg/ K, B3 W R ICIAN 52 8 =2 2
> 1500mg/ K, ) ARG (R KEIEIT i KA 0N MUREREH AN 1 2 0 R S 2
57 =126 WE. 2B RRIEARIRE, P AR 5 S  HSUURI# BRI 57 20R
Zat. ZEFRERN 57 %, 51%NFM, FHH-L eGFR 4 89mL/min/1.73m?. &
Ze 7 EHE R Z WRUICRIBEIR ST I B (N=372) HEXN 2 JAl. BE. ZRGT
AR HAh B35 (N=97) 15 5 75 B 52 [ 72 7 2 90 77 & ¥ — HOXUIAN R IR 2 220 8 JH,
RIFHEN 2 SN SAWE, BEWEBEILHEA N 100mg 2. A% 300mg 482
FIH, FRBZ—IRIT, 52 XA BRI A6

TERS Z WU IR BB A, TEIRIT S50, 52 BIRIZAHEL, A& 100mg F
300mg ZH 1) HbA e KA R T A Fiit 22 m e (AR p EIN<0.000). EAE =
HOXUIRAIE IR RIS A H , 522 RRIAREL, A< 5 100mg T 300mg R — K 75 5 KL A1l )
BE A HOA I K PREE 7%LLF, 2 IIpE (FPG) MK, HRBRETHER
(Z W3 10D,

R 10: A5E B XUUNBREECH BT 26 A 22 BF)x film R iR 45 R O

ZRF+ - | AR 100mg+— | A5 300mg+—H
A AR F XA AR
TREH ¥ FBEARR FIREAR K
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| (N=156) | (N=15T) (N=156)
HbAic (%)
R (HMED 8.12 8.13 8.13
ARl GRS -0.13 -0.85 -1.06
SRR GRS (95%C) 0710 0920
(-0.90; -0.52) (-1.11; -0.73)
L F] HbA1c<7% K BHE B 3 18 430 570)
72 i Il $# (mg/dL)
el (B 170 173 168
BRI GREEIE) 4 -18 31
H5#EAER GREYED (95%CH® -220) -359)
(-31; -13) (-44; -25)
RE
B2k (MED, kg 90.8 93.5 93.5
LA L% CRREIMED -0.7 2.1 2.6
SERAER GBS (95%C)® 149 207
(-2.1; -0.7) (-2.7; -1.3)

(O SR P AR A i 97 2 BT 6 P R OW B K R IR T N

@ X LA 23 2 PR A I Y e /s — SRS

3 p<0.001
TERFIR N B A I 2 B e PR A

VAEEE (55 F 80 D

I 714 5] 55-80 % BB 2 RUBEIRAE . HMETHERIEIT CRaifs il ik & fis s sk
F O AR08 S REZ ) AR A EREES S0 26 . XWE . 2RI R

B, RO A S S RTRE R VE T B BT R e etk . T IAERY N 64 X, 55% N T
PE, “PIJHELL eGFR N 77mL/min/1.73m?. 385 4% 1:1:1 B BIBEHL > HEEZ A 5 100mg.
A% il 300mg B BRI R —IRIT . TEIRIT AR, 522 Bndt, B2 A8 100mg 5L
300mg R —IKIIZIRF K HbA c K PEIRLL R THRIHFRNEEE (HAFIEL p
15 14<0.001), HFAF 100mg 414-0.57%(95%ClL:-0.71%; -0.44%), A<fh 300mg 41 M-
0.70%(95%CI:-0.84%; -0.57%) (W [ZZFEHZD.

o B A A I A A o

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

TERIT AR, 5B, #ZA M 100mg B 300mg &K — RS2 # 1
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HbAc KT BA B KL, HbAMR 100mg 2H4-0.30% (95%CIL:-0.53%;-0.07%), 7
300mg 4H9-0.40%, (95%CIL:-0.64%;-0.17%) (S0 [iEEFEIY [AR &MY [HZEH

2D.

E ISR R AL 0 ML EPBORE Y 2 BB PR B L I B 45 =)

CANVAS 1 CANVAS-R iREG¥ 82 F . ZEF/MIX ., BN XE . “FATHA,
HA MRS bR e, 754 A4l CANVAS #l CANVAS-R iE& 8 #E N =30 48
B2 o I A5 B0 185 A A B ke Bt fase (H NALATF 66%): 5i=50 6/ 2 4
8 2 AN b HAR AR O I A RS R R 1 R (N 34% )

CANVAS 1 CANVAS-R 5 RIS ELAS T R 8 21035 R0 22 FEE 501 4l 5 00 PR A1)y
Pk 948 AL O KL R0 B v VR T A TR T IR 1 R B O I RN R E (MACE) IR AR
Wro FELSHEM MACE ESCAERRAEUT 3 MERFME A4 s\, afE (D
OIERET:. (2) AEBBEH OISR (3) Bt AT,

7E CANVAS Bt 7t #5283 A 1:1:1 B LLBIBENL 3 FL 2 A4S 100 mg A 300 mg 5%
VLHC R 220 . £ CANVAS-R H, #3238 LA 1:1 B ELBIBEHL /B 2 A 100 mg BLUL
MO 2 BGR A, JF BAESS 13 J8 JEARAEA 703 (T (R T 32 3038 1 i 52 1 R I 42 1) 75
R FVFIHE A2 300 mgo B FRIHURE RS AN ) kot E R Ak 67 AT AR F 7 2 1) W A T O
B, DU IR SZ AR H IR Lo IR R T RS A T VR T

3£ 10134 B BB 529697 (CANVAS w4327 5], CANVAS-R #5807 il; BN FCE
ZRFIAIL 4344 B, AREFHIL 5790 B, “FIIFEFERNTEN 149 FI[CANVAS N 223 JH (4.3
F), CANVAS-R 4 94 (1.8 F)]. K% 78%HIRIE AFEZmIMEN, 13% WA, 3%
SR PR N 63 %, 24 64% 132 F Gk

BEZE HbAc3IME N 8.2%, “FHIMEIRIIFE N 13.54F, T0%I1 3 EATHE I I 5] 4 10
FECE I . AL 31% 21%F0 17%00 EF R T AIZIAZ . HU I F5s R 5 ) B
58, eGFR AN 76 mL/min/1.73 m?. 7ERZNT, BEEZ —F (19%) sZ M (80%)
PUMERIB 2903697, BRI (77%), BREZE (50%) RIERZEZ59 (43%).

FLLRRE, URAEIRII(E Y 137 mmHg, #5KERMEN 78 mmHg, LDL ¥J{E N 89 mg/dL,
HDL ¥J{fi )y 46 mg/dL, JRAEEANIEFHE (UACR) HIME N 115 mg/g. 7EFELRNT, K% 80%
() e B L B R RGMEIFIATT, 53%H252 B AR AT, 13%E 32 #1F
JRFVIETT 36% 452 AERERRFNIAIT, 75% M ITREAWRTT, TA%Bu /MR 256 )T

(Z BRI VCHRD) o FERES HIR], B 5038 W] DASE Hedrom ROvs A0 ML B0 (V897 7 %, LA
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(G AN 1 = R 57 NS B NN R gl = I A c o o 2 LTI NP A= 92 I 7 2]
(5.2%vs 4.2%) FMLITZRZY) (5.8%vs 4.8%) MIEHKLEAAZL.
FEASEMINRA T — A2 Cox EUBIRSRAR, 5T 5E 1 MACE XU L
()RS S 1.3 ML, AT AR A 56
f£. CANVAS 1 CANVAS-R i3 FIE S 70 brer, A BRAR 1 E O MACE XU
B IRKAE MACE B THI KB (95% CD {HifEA 0.86 (0.75, 0.97). ZW.% 11, A
RIGIREL T 99.6% B FH FIAEAFIRES . B 1 MR IR ALE MACE ][] Kaplan-Meier #i28.

% 11: CANVAS fil CANVAS-R FFARIL B R EH A4 5 MACE RILHBH 5

HIVETT >
Z R A
N=4347 N=5795 R(L;E‘;E/lz c1y
(%) (%) "
OIEFETS . JEBGEHE LU, JEEE
R A2 426 (10.4) 585 (9.2) 0.86 (0.75, 0.97)
(EE YD W5
JESIEIE U SE 159 (3.9) 215 (3.4) 0.85 (0.69, 1.05)
RS AL 116 (2.8) 158 (2.5) 0.90 (0.71, 1.15)
O AESET 185 (4.6) 268 (4.1) 0.87 (0.72, 1.06)
T REWNATT A
TRk PAE ORI =0.0158
2 IR EE N 5

HITVEAE VAR R AOBEALAL LA, R CMH R IR B RIS 1 7 L
TR BT O A S R BLRYT B K K Cox LR A
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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 ZARBHIE I (ARB)H 2 4B K% H eGFR=30 £<90 mL/min/1.73 m2. 4 HE AR
[JR 12 (A /ULEF>300 2 <5000 mg/g] i) 554 k4T

CREDENCE 1% H 12 WAl 88 5115 55 22 BRI AH LEBRAR B 5 8 s BT 20, B¢
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

ZANBFH AR S 67%, WAL 200 (RIEEZRE HEEARE 9%) , E A& 5%,
2% NP A B ELHL T & . IR 63 %, 66%HH 2 1X# N T L.

BENLALET, P33 HbAw v 8.3%, K& A/WLEF I {E N 927 mglg, ~“F#% 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?, FFIRMEVEENTECE R |« SN B O AT RS (] T AR SR
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 XK HR: 0.61; 95% Cl: 0.47 % 0.80; p<0.001].
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# 13: CREDENCE ML X EL 5 (AFEEANES) FIREL 5401

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

R FNG L — I EA-E AR R L2 B ) (SGLT2) #MHIF . 5 /N s ik ok 10 267
FHEARIL T B NE R SGLT2 AT EWRIG, RSB %] SGLT2 /b B IER g
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 AN BR S A5 PR B /N BR Y

FHEA R

pu: s Y

FHEFIE Ames WIGZEFNIINE. ARSI BRIk DRI A RS 5 MRS R
FHPE, TCARBIHEA S N iRI0 SRR . KERAA N RUZREE . E R IR RN,

AT

KR OE T RAEFNFE I EIE 100mg/kg CREPE R FRATMEME K BRI Z 5 20 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 AR S 21~90 KBRS T RIEFIE 4. 200 65, 100mg/kg, &ilE4HEL)
BRI H LA SR R ARG A B NE Y K. L 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

TERTA IR (10, 30 A1 100mg/kg) HIRHEP: R R HR 52 AL [A) 5 40 g 35 S 253 n, 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 o A WL\ HH RS ZK A A5 i s e
ig.
L5 ]

HERIRAT o
(2]

RE oW (PVO) AafEimEass. 10 h/R/E.
A %001

36 M H
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(AT FritE ]
BE 2 i MR T 7X20230082
[ 25 e ]
100mg: H20170375
300mg: H20170374
(@RINRIESZEPN |
4 FK: Janssen-Cilag International NV
VEMHIE: Turnhoutseweg 30, B-2340 Beerse, HLA B
[l ]
& Fx: Janssen-Cilag S.p.A.
AP Hihik: Via C. Janssen, Borgo San Michele, 04100 Latina, 7 KA
EARIETIN |
SRR PER ARG 2 TR )
TR R BT AR P 22 T R X R R e B B DU EK 19 5, RV P T
DX o L 4 50 E By 17F
HRE WD : 710304
HIE 5 i%: 4008889988
fEE 5. (029)82576616

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

***END OF DOCUMENT***
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