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2.5mg 5mg 7.5mg 10mg 12.5mg 15mg
FAERES | 30600AMX00288 | 30600AMX00289 | 30600AMX00290 | 30600AMX00291 | 30600AMX00292 | 30600AMX00293
ARFERAIE 2025%4H

2. B2 (ROBHEICFZRSULEWVWT L)

2.1 REIOBIR LVIBBREO RO H 2 BE

2.2 BERRREES b7 Y R =Y A, BRI SR SRR, 17
BWIRROBE [ R VEANCK2EL P LRGBS BEE
BAHDT, BRI EBEESTRETHEN,]

2.3 2EIBIRIR 2 E T A BEICH T 5 HEERYE. FHE0RA
DBE [V A) VEANC X A IMESHEAEENLDT, K
Al D558 & 7200, ]

4. FHREXIFZHR
BEE
L. BIE. BERBEENI2BBRREOVINHZEFL.
BEEL - EBELZT > CHOTIBHRIMESNT. LUTICHK
HIDHBEICRD,
« BMIZ'27kg/m2A LT W, 2L EDREHEICRIET B 2R
EZE8ID
- BMIA*35kg/m2L E

5. MEEXFHRICEHET FF
FHIOBAICH=>TIE, 5P LOEMERROERTHLE
B - BEBREZRToTH TR URPBONLVEET
EMERONRE LTHEHY EHWE NI BEOAZNRET ST
o MENICBE S HEREE . BREBRICEAAN S NI EE
[17.1.12H]

BEL BRAICE, FLENRF RELUTGELIE2.5mgh S5BE L.
4B ORKET2.5mgd D& L, 31\ 10mg%E N Esd %,

JE1E5mgE TR
2. XI34EML oM T2.5mgd D@1 E 15mgE THETE

- BEEEFORIUC & D BEENIE S e »EE TR ST H

NI HEAEMIIGC T, ELE
[17.1.25H]

7.2 FRNGEIER ST 2FATH Y. F—BHICKRESES L,
7.3 52BN BER. REKRSE TOMMA3EM (721H)
R[OVERETESIRE L, TORIEH SN
OEDBHICKRET S L, REBSETOHMM»IARM (72
RDH 5N LHEDIZBHICKRE
Lo B HINKSOWHZ2EEY 2 BENHHHEIR,
AiE#R S 5074 < EH3HM (72KH) U EREZZ2ET 52

8.1 REF 5T AEEE - EHBEE 2 MRET 22 & EHNICHE
B, M. mFE. BEE2HA L. KE23~4» ARKS LT
W5 NZVIEEHICIE. AFlO®REEFIET S
HoNTBE. F

D% S EHMICAE, M, ME. FES2E3 0 CTEEDORE

3. #HmK - R
3.1 #8m
HR7e44 BIRS VRN
¥y TNy FETRE 1Fy b m *
2.5mg7 FA A |FILESRF F2.5mg RESHIHIMT 5 &o
Yo IN Y RETE| 1%y b 6. iENURE
Smg7 T AR |FILE/)NF Fomg
YTy TN RETE 1%y b VUBKESF MU ALA 0.7mg
7.5mg7 T A A |FIESRF R7.5mg [ S ~ ) 7L 4.1mg B, BEORBIS U CHEEHERT 54,
CyINy REFE| 1%y hp HEER i
10mg7 74 A |FLE/8F Flomg KEE(LF b U Y4 EE 2o
Yy ATy RE R IETAN 7. BERUHREICEET %38
12.5mg7 54 A |FLE/$F F12.5mg 7.1 AROFBRAHICKEL T, UTOMICRET 5L,
¥y INY Y FETE 1%y~
15mg7 54 A |FALE8F K15mg BOMEHEERT S &,
- c BEOFERDOBERARANC
i b Y
3.2 BADKR ‘ SmgTIHB AT 52 & b BT 52 L,
RIEREH
HR7e44 TERE iR - A | pH |(EHEAER
IS %) Y ETHNIZ,
¥y TNy RERE
2.5mg7 77 A REfE) RiEcHITBREET,
¥y IRy RE TR T5C
| E VU Y VR R~ e &
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12.5mg7 7% A Lo KEIZ3~45 ABHE L CHEBEMAER
£y 7)1y KR
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ZTICBE L. IRV D EBEITERE ORS H 1k 2 Bt
TBHIE,

8.2 KAEIIFeeE A TH U . FHIF LR BRI RFE T % AIBES
DH B0, MEEOEELENEATH. BIfFARHEROLEIC



DWTHHEET S L, [16.15H]

8.3 AMBRIHIAT A EAHSDT. ABEADOTERER (E
H 2D IR L WIEES) Pdobhizgaik. ffE2g
IEL, ERPICEMOZMZZ T 5 LT 5 &, [9.1.2,
11.1.228/1]

8.4 BIERENFHIE LGS, SMBAOWMREEZZE L. LEIC
JSCTHESRESZIC L 2REREEZZEB T 5L, HEICHET
52 &, [9.1.2, 11.1.288]

8.5 THi, EH»SBikEERL, AUHBREICELIBZIALNHD
DT, BEORBICER TSI &,

8.6 AH#HEHIZ. FRBEEOEROEELER L. BENRD
LNGAICIE. BMEZR2T5LHEET S L, [15.28
f]

8.7 JEAME. MEE. BERIIMEITS > EESFRIRT 282
NDH 50T, BREORIBIERDS A5 NHZEITIE. BDEIZIE
CTHERESICLRREREZZET 5 2E. @IICHET 5
Z &, [11.1.38H1]

8.8 MEBETAASLNI-HEEFICITBZEOREZ T DICBEL, BF
WERD 5 NIBEITIET 2B 21TH 2 &

8.9 AHIDBETCIEHICH > Tk, BEITTDEHEINH2EMEL
72t BEEHOHEIIRETESZL2HRA LI LT, B8
FEEDO G EEMT S L, T2, BEORERFEEFEIION
THELZHET S L. B™MTENTVLAEEEHAZ 2 BT Ht &
SET B L,

8.10 AF I MMEMRETIERHZET 50, 4 VAU > ORBETIIL
W, 2BIBERIRZE T 5 BREICHT AARAOKRSICELTIE. B
BOA VA MKEREZHERL. BEORBEHMT S L,
A VA MRIPREEDBE T, 1 V) VH 5GLP-1ZBKMES)
IV X, RSB ROHEREET b7 F—= A%
BULESISRESh TV,

8. 11 RFIDFEMICH = »> Tid. BFIIH L., BRIOFEERERTZD
HASFHEIZ DN THAHRET ST & [9.1.3. 11.1.1%0E]

812 RKIMMERAEL T ZENHBDT. B, BEHDEES
CRELTWABREFIKRETSLEEIEERT S, [11.1.15
iy

8. 13 AMKIMET > b u — L OWEITHE, FEFRBERIE O BEE
(EXIZEEP DS DONEZEFHHDT, RIS L, [9.14
3

BIAKRKIFLENF REEE LTSS, vV vuftho
FILENNTF REBFBH D 5 VI3 Z DMDGLP-1 ZEAMER & D
GLP-1ZAKICNT 27 T=ZA MEHZE T 2 EHH LWL
P

8.15 A #| & DPP-4fHEAIZ W\ $° M & GLP-1 85 % O'GIPZ Ak
ENLUIMBERTERZ2EL TV, 2EMERE2ET 5 BEIC
BWTHAZHH LIZBOBRRBRE I 2 < BERORS
HIIHEREN TR,

9. BEDERZFIIEEICHT I IR

9.1 GIHIE - IEREEDHDEE

9.1.1 EEBFEHEZFNEEDNBHEENSHDEE
BBREEOERIELT 2BEZNFH 5,

9.1.2 BERDBIMEEDH B EE
[8.3. 8.4. 11.1.2&H8]

9.1.3 EMEEIR T B ZNHHBIUTDEEXRIFIRE
o PR EBARSREAR 2 LIS AER 2
 REARRE. HUEIRE. AHBIZASEEN, BFEEREOARN
EXIIETFIRRE
« L WA AES)
< EBEDO T IV — )LIEE
[8.11. 11.1.1=H]

9.1.4 IEFENERIRHAIRIE. MERREDDEIE. RUHEEZEET 5
IBEERRIREZBH T 2 BEE NS DEIEFREDH 2 EE
[8.13%8]

¥9.1.5 IEERFEMDEMEN IS A LI ADEHEDH D EE
BHEZECA L IAZEBITBENSH S, [11.1.58E]

9.4 LIiEEEER T %E
HIRS AA[REME D B B I, RERES R R ORRERSE]L »

HENZB W TR 9 2 0B R OTEY) 2B B I O W TEIAT %
Z &, [9.58R]

9.5 1FiF
IR IR L T W AR REM D & 5 I IZARF 25 Lz
Eo
ATEFAEBERBRICBVL T, HES Y MCEARIZERELLBA.
BRRAFAETE MRS LEEZOAFIOREE 2 TESHE
(BRBARFHE TOCnax BT BV T0.6445. AUCHEITH
T0.221%) <. lMEHEYE (BEHFE. NEFEE) »EoHon
7zo TNHOFRIIBEYOBHEHEORMER MEEDOKMEE >
LD TH-712V, [9.4%21]

9.6 FIAE
WEEOBEREROCBIREOE RS 2EE L. RALOMEE i
hiE2#ETT A2 L. b MRARABITT S LD 5. KEH
Bitka FOBAFORANDEERIAHTH 5, [16.3.28
el
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ML TV,

9.8 E&E
BEORELZBE LS SEEICRET S &, —BICETKEE
PERLTVWAZENZ 0, BEICEL T, BRRERICHAA
NoN-BEEEE222ICTS2 L. [17.1.12K]
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TLT7U AL | OFRICEDILT 7 | BIERICEK 5,
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T+ F RTHIMZ &S
INR#EMAPHE SN T
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11. EIERA

WROBWERABH 5bNBZENHHDOT, BELZTFITV, B
EORDONIGHRIIEE2FILT 22 EBY R AEBEZ2{TH C
Eo
11.1 EXRENER
11.1.1 {EM0¥E (BAEEREA)

EMEER (R BEORER. . AEEn. #2. &
B, HE. OFV., BX. HEREES) PHobhdZehd
bo Fi. 2BIBERIREEZEICBVLWTA Y AY VBIFIIE AL A
L L7 R E OB HRCEE 2 RIMEER S H 5 bh BifEA %
KIFBHFESNT NS,
BRIBHERPRD SN-BAR. BE2E50AREPENT 4L
W R MBEZITH &, 72770, a-Zhay ¥y —LHERED
BRI T RosE25d 52 &, [8.11, 8.12. 9.1.3. 10.2,
17.1.1-17.1.3%]
11.1.2 SUEBR (0.1%K7H)

M2 S B 28 L W ERZFEOBRESRD 6 A I,
AElOBEZFRIEL, BULABEITO L. /2. BRED



ENHEAR. FRERTDbEVWI &, [8.3, 8.4, 9.1.28H]
11.1.3 BBER HEAH). BBERX (0.1%KM). AETS oifEE

B (HEAH)
[8.7%H]

M147FT745FY—, MEETE (WIRLEERH)
*11.1.5 4 LDR (BHERH)
BHEL2ELA LV IAZRITEENLD . SEDER. EH
g, T 280, IBHEORESRD SN aIc k5%
kU, B RLEZITS
11.2 Z0fthDEHER

o [9.1.5%H]

B8 5% E 1 ~ 5%k 1% 3
TR DD, K
M, MEET
HIkaR ED, B, T EHREE B&
. EAL. BEVE. | EMTRMEER.
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W TOFER, &
W EIRS)
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. TOEEKRE
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FERAER WHAZ, RERE
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. RERD
Z DAt . FEED
F. BHEBLE

) DEBOEMARRNICA S NZBEICIBHEOREL 3 ICBE L.
REDPRD SNIHEI B L NB TS 2 &,

14. BRLOZFE

14.1 FRRZSRIOER
EAROBBYIIEEAS LTV &, BROLTERTEY AV
AR TH &,

14.2 ZRRGSEFOER
B RESHE. BEER. KRBEER X EREERICITS . B CEA ot T
$19 254, BRFs T 2522 ET 52 &, BRNEUHR
PICRELEWZ &,

15. ZDDFE

15.1 ERRERICE D ER
BN OEIIHERERSREE (370441) 12B W T, HEMHAD
SHAEREZ2 3596 D S B, HLF ILEINF FHfEH65.5% (2357
Bl) ICFB Uz, o, REFR KR CHRHIFAE A 5 AT 6E &
35730 > 5. NEMEGIPIEGLP-1Icxt9 553285 kiIZ 2 h
Z2h42.8% (153141) KUr18.7% (668F) 1. HHEEGIPXIZ
GLP-1ic3t9 2 hfIHkIZ 2 2h0.8% (2861) %1%0.1% (3
Bl) 12. FUEIRF ROGIPRAEAEIEGLP-1 R ABEDEELIC
WY B HHPURIZZENZEN2.4% (856]) KRU2.2% (78f) I
HBE L1,

15.2 FEERARERERICE D < IBEHR
WS > N2V 2ER P ARERERICE W T, £#FI%0.15.
0.50K% U 1.5mg/kgD R (FhZNEKRAHAREZ L MICKT
BELEEBEOAUCDO.11. 0.31KV0.88EDAUCE S -5T
FE) CEEIRTREL-EZ A, NBEREEHKL T, BRE
CHuifufEs (IRERORE) OREHEOHEIMLS I RXRTORETH
bNi, rasH2 SV AV 2=y 7w A2 HAW=6 7 AP A
FEHRBICB LT, AFZ]L. 3%010mg/kgn F & TE2[E K
THE L7z 25, BRBECHBOMBER D 2 W ILIEE O F AL
IR Shah -7, FRIEHEEOBEDH 5 B
K O HIRBRBERRIE X Z RN MEBE2RORERED H 5 &
FHII T B ARBOREMIIFHILL T, [8.631]

16. MG
16.1 MERE

EAx A 28U RE R B 29011 A AISmg. 10mgXid15mg & @ 1B S5 (WIhoHH
RICBLTHEIE2.5mg THGZFMHA L. DIBAER & 122.5mg T D #E) Liz&

&\ 32BEKRSROEYBIEZ T L /2o

ARH 3238 B B 544 D tmax D HHREIEHI 248F

L W (t12) 13R5~6HTH D CrmaxXUPAUC (0-168hr) DEMIFHEEIZELQH

BEAIRICIEM L7z, [8.258]

EYBE) ST A — & RO M PR EER 2 IR ISR T2,
1) MIERFILENRF ROSEYBRE/$5 X —5

BE& tmax ti2 Cmax AUC0-168h1) CL/F V./F
(BI%) (hr)@ (hr)® (ng/mL) | (ng-hr/mL)| (L/hr) (L)
Smg 24.63 146 835 94800 0.0528 11.1
(N=7) | (8.00-48.00) | (121-269) (23) (16)d (16)d (51)9
10mg 23.57 121 1730 197000 | 0.0507 9.47

(N=10) | (8.00-72.00) | (104-156) (46) (36) (36) (48)d
15mg 24.08 122 2370 288000 | 0.0502 9.43
(N=9) | (8.00-47.50) | (103-148)9 (21) (1) (22)9 (19)d

CL/E:RDPF D7) 7TV A, V/FRPTODHEER
BTl (BB RE%)

a) HRfE (HEFH)
b) #fAFfE (HEE)

c) N=5
d) N=6
e) N=7
3000 1 o REBKES FILEAF Kong (N=T) ‘
v 32EE#RS FILEAF F10mg (N=10)
& 328BH5 FILE/F F15mg (N=9)
2 2500
2
" 2000 1
b
® 1500
'-_g 1000
A
500 -
®
H
04
i T T T T T T )
0 24 48 72 96 120 144 168
B %R (hr)

K1) HARARIBERIREE OMmEFFILE 87 NIRE (i PE-HEERE)
SBIMHENRER (I8F-JE-GPHZHER) & DESN 149612 MR L LI REFHENE
TEAEIT DRSS HARANEMIERE OEFHRETOEMIE/ T X — 5 OHEEBIIR20D
EBYTH -7,

#2) MIFEHFILEIF RO B/ ST X — & OHEEH

k58 (e Cmax AUC 0-168nn)
(%) (kg) (ng/mL)P (ng - hr/mL)P
10mg 92 1540 190000
(N=72) (15) (17) (18)
15mg 92 2310 288000
(N=77) (15) (14) 17)

a) Bt P9l (HHERE)
b) MfUPIfE (RTZEBERE%)

16.2 TRIY
R ASAGN3 DD R 23 GH0 (AR, EREAR R OVKBEER) ICAHISmg % Blm B
TEE L&, RS IINT 5 BRI R ORI S TOAUC (0-«) OR/D5
BAPIEO [90%FEHEXE] &, 0.99 [0.97,1.01] K10.95 [0.94,0.97] T
Btz SEAT—%)o EEBRA20BARASmg % BEIR R G L7z & & offxti
NAFTRAZEY T« OHEFEEIZ80% TH - 725 FHEAT—%).

16.3 5310

16.3.1 EEHES

AR EICMEET VT I > @A (JAEH:99.06%) 59,

*16.3.2 FA DT

FAH O IHICARAISmg 2 BER TG Lic L &, 3FITHIHICF LER
F o E . AT PR E#EIZ4.6~7.2ng/mMLTH > 7. [9.65H]

16.4 X
AR ORBRER . — %2y >80 O BILRRIC L 5T F FEIEDOIHE. C2008
WEEER 7Y D BRILR VT I FIKDETH %o

16.5 HEiftt
AAIIAB S WEIRPROEER IR S N 2. RE(LFIIRF L OEERIZIZERD
SN o727,

16.6 HEDHRZEI HEE

16.6.1 BikaEEEEE
EAEIER #EEE (eGFR290mL/min/1.73m?) 1401, BEEBHKAERERE (eGFR:
60~89mL/min/1.73m?) 8fil. hEEBMKEERERE (eGFR:30~59mL/min/
1.73m?) 8fl, EEEMAERERE (eGFR<30mL/min/1.73m?) 7HlK% OKIIEHRE
BEE G» AN LMBGEN 22T 5) SHIIAHISmg % BB N5 U7 #BRiC
BT, BREEFRRRE OGS 28, hEE. EEERERERERORNERR
BEORADAUC (0-0) DIR/N_FAEFAFIIEOL [90%FEHXE] 3. Theh
1.05 [0.86,1.27]1, 1.29 [1.07,1.56]. 1.03 [0.84,1.27] K U'1.16 [0.96,1.40] T



Holze Tz CnaxDE/DN TR FHMEOLL [90%EHXE] & 2h2nl1.04
[0.84,1.30]. 1.09 [0.87,1.36]. 1.23 [0.97,1.56] % U*1.02 [0.82,1.27] TH -
728 (MMEAT—%).

16.6.2 FHSEERESEE
JFHEREIE H #1301, BWEEFMAERERE (Child-Pugh/#HA) 6fl. HEREIFH
HEREEE#E (Child-Pugh/¥EB) ofil, HEEMHAEREEE (Child-Pughs#EC) 741
ICARAISMg % BE R NG L-REBRICB W T, FSRIEE WS IO 28E, hEE
RUOEEFHAEREREDORADAUC (0-0) DE/PNREMFHMEDL [90%FHX
il 13, #h2h1.08 [0.88,1.32]. 0.96 [0.79,1.17] %1*0.85 [0.70,1.04] T
Hotco Ty CoaxDE/NZREMPHEOL [90%FHXM] &, £h2h0.92
[0.73,1.16], 1.00 [0.80,1.25] %1*0.97 [0.78,1.21] TH-79 HEAT—%).

16.6.3 SkE
SEIAHERLLFRRES (I8F-MC-GPHK#RER) & 018517186461 (6555 1114641
65 AN 175001) &R E Ul BREFZHEMBEMATORER., FiliZFLERF FOR
PIOTIT S Y ARVRPFONBEROBEALERTII AP 7210,

16.7 E¥EE(ER
AFEROMEEE 72 b7 2 7 2 V20 LB EERARBOMSRZR3IC
RTIID SEAF—%). [10.2808]

£3) RHERBEEE T2 T I 7 0 20 LB EERRBOSR

S PEFZEIC T B8
%8 BER | 5 B Cmaxkt AUCH tmaxZs (hr)
[90%fEHEX ] | [90%SHAX ] | [90%15 X ]
TRERRR A I A % B E i 5
fqmbiice 2
JIIVIILA
7 0.45 0.78 450
ibf "R 25250 040051 | 071,084 | [1.50,5.00]
5mg | Hiln
AR 0.41 0.799 423
ARTY 247241 036,047 | 073,085 | [1.50,6.50]
T
DRI AT 5 BMIAS27kg/m2BLE O A &8 | B S
. 0.44 0.38 0.5
7ebTS | Smg | IEE | I8/18 | (20053 | 077,100 | [0.00,2.28]
)7z
159 ) 057 1.08 0.50
15me? | 6B | 15/18 | 470700 | 10.941.25 | [0.25,1.25]
BMIA*27kg/m2bL L B (BERIBEE % bk <) ICARA %8 1 Bl RER S
0.45 0.89 1.50
7eb7 3| Sme | IER I8 | 0005 | 078,101 | [0.25.2.50]
e 0.80 1.23 0.50
1gd €) . . -
& 15mg? | ORIR | 15/18 |0 66 0.08) | 107,142 | [0.00,1.00]

BIBCAKI G 505/ A F IR 55

AUCHE#E3EIZAUC (0-1)s 7E M7 I/ 72 2 IZAUC (0dast)

CrnaxlH R CAUCH: 75t RBEICKTT 2 ARRIBE O e/ D S fa SEHE O

tmaxZE: 7T RBIT 2 AFIBO R RIEDZ

a) JIWFAFA—10.25mg (EINFKRAR), TFZIVIZ T I4—)0.035mg

b) J VT AF X — b DEERE

o) fi21/21

d) 7E N7 I T v ARIER G 248 % R OAFHI6E B %5248 %I 5 &
hi

e) &#I5. 5. 10, 10, 10, 15mg@JEICE1[E#5

17. BRRREE
17.1 BNMERURESEICET D55
1711 PS5 ERR_SERIERR (EIIHEEPIHER:I8F-JE-GPHZEHER)
BMIA*27kg/m2LL ET20 Ll B R IC B# Y 5 Rt 2749 % UEBMIA35kg
/m2BL BT DL ORI R#E T 2 BRI EED &5 T 2 IRMERE 22562 #3) &
RIS, ZHERFTAAIIOMG. 15mgXid 77w R &@E1E, 728ME 5L
(RA10mgRE: 7361, AHKI1SmghE770. 75 RBE75H) . 4B, WREEE IR
Hahiz, AANZ, WThOHARICBVTHHELE2.5mgTREZMA L. LIE4HER
ZEI22.5mg T OB Lz, MERRA, WS ZRFOH 1Y) —HIRRUSEERH D
HINZ P TIT o 720
EL) MAANEEETIE, THEAERE (ZERMELL10~125mg/dLXIE75g# 07 K7
A TRTRER O MAE2FFRME 140~ 199mg/dL) . & Y VU Y RliE (228 Y
7)€Y RF150mg/dLEI L) UEFE7 v a— VAERERT TR (FFRERIS G &6 R
5% E) & U7ze
12) MAANS NIZHWBHE BV T, EESHAA FT1 Y TERS NI EMEDD
B RAD LI OREBEET HEFOHEIRDOEB Y TH o7z, (1) TREAERE
(2RI - THRERER T S) :65.8% (MHEREREOH). (2) IEERFAE:89.3%.
(3) WIfE:53.3%. (4) FREEIMNE - #WE:35.6%. (5) EEIREEE:2.2%. (6)
MitEZE: 0% (7) JET I 3= LIAG AT E:98.2%. (8) AREN - Fit:
2.2%. (9) PBAZEVEMEARASMIPIRAEIRRE - LSRR SIEIREE:8.9%. (10) MEBHER
£:8.0%. (11) AEiBEHE B E:4.0%
¥3) MAANSNIHERFICBWT, 65 EOEROE AL S5 XBT13.3% (10
/7561 AA10mgHET6.8% (5/730) AHI15mghT9.1% (7/7761) THY.
75l EDREFI O &I A 10mgRET1.4% (1/7361) TH o720

FEFHEE (co-primary endpoints) THBR—RA T A > 5E728KE TORK
EECERORST2ERIS% L, EOFERD 23R L - HREOFE&OnThicO»
TH. AH1OmgR UOAK15mgn 75 R § 2 EBEBESRIES N (p
<0.001) 13,

K1) N=2FA Vir6HBE72/0R F TOREER(LRROERET2BIFI5% L L OKER
DR LR 0dl G

A1 0mg B A1 5mghE 75 AR

(7345) (7711) (7541)
N—254 > DIk (kg) 92.5+15.15 91.9+14.84 92.0£15.25

(7141) (7681) (7561)
#5725AR O A H (kg) 76.3+16.07 71.9+14.70 90.5+16.01

(594) (65f1) (66/1)
BET2EBOMFEELE | -184+7.61 -22.6+8.90 -1.8+4.94
(%) (594) (65%1) (6641)
75 ARBE L ORI -16.19 -21.19 i
[95% X ] [-18.7,-13.5] [-23.6,-18.5]
5%LL A E B ERE & 94.9 96.9 21.2
(%) (56/59) (63/65) (14/66)
T RBEEDF v XHD 119.65¢ 153.579 i
[95%EHHX ] [29.06,492.67] | [36.03,654.53]

FHfE AR R GHEGIE) 3Ea% GUBIBURHEGIE) . B2 IR T
D2 [95%EMXR] ., 74274 L

a) HEBE. AR, BEREFMEREOREEH, XN—2AF7 1 Y OFE, A7) —=
VROMBRREORE, 27—V JHOR M) 7Y 1) FIEOERK, 27—
=Y TROIET IV T — VERE IR OB ER ORI 2 SAE R & U, HERE NI
M % RE L 7zmixed-effects model for repeated measures (MMRM) 2k D
o

b) a) OMMRMIZ &K D HHEh 7z FEELROTRMEZ AV CRAME 2 #iEk. BE
B RN=271 OFE, A7) -V IROMBEREREORE. 27— /KO&
MU Z YR FMEQER. A7) —= > FROIET LI — VIR BEE O G RK O
TR % BHIAZR & T BFirthiE2 ALz a Y AT ¢ v 7 \RHC & 0 Hi,

c) AHIOmght L 77 L KB OB KR OARA Smght & 77 L RO HEkIcZh 2 h il
HREAKE2LS%PHAV SN,

FEaRIRFHEEE ORERZ TRIORT .
K2) $KBE72EKFT10% 15%31d20% L, EDKE A % 2 U /- #ErE 0dl &

AHKI10mgHE AHI15mg ¥ 75 REE
(73f) (77%) (754l)
10% 1 88.1(52/59) 92.3(60/65) 4.6(3/66)
15%51 I 67.8(40/59) 83.1(54/65) 1.5(1/66)
20%LL 1 44.1(26/59) 66.2(43/65) 0.0(0/66)
% (RESBIE/ FHMmEI%)
£3) M. MERCIRE/ ST A —% 1287 2 FiiEE
AA10mgEE | ARI15mgh | 7FIwAR
(734) (774) (75f0)
HbAlc R=ZSA Y 565034 | 567+035 | 5.66+0.32
(%) (704) (7541) (7441)
BE72BEOE( | -0.54£035 | -0.61£0.29 | 0.01£0.27
i (59f) (6541 (66f)
ZE R LA N=254 > 96.13%+9.14 | 97.55+10.94 | 97.20+9.85
(mg/dL) (664) (73f) (72#)
R572ABOZAL | -11.3629.16 | -9.84%10.27 | 3.08+11.40
i (59f) (65) (66f)
IR FE N—ZSA 125.4+12.99 | 1255+11.97 | 125.0+12.95
(mmHg) (716) (7649l) (754)
RET2HABOZL | 11421337 | -12.1£13.04 | 1.7£9.08
&# (5943) (6541) (664)
HRIRHAI N—=254 >~ 79.3£9.05 79.7+8.28 80.0%9.65
(mmHg) (7149) (7649l) (754)
BETSEBOEN | 6241035 | -63+8.80 | 03+825
2 (59f) (654) (664)
EaLAFO— | N—RTA 210.1£38.40 | 213.7+35.82 | 212.5+36.48
U (66fl) (7341) (7241
(mg/dL) RE72E O | -8.40+£14.27 | -11.95413.54 | 0.07+10.44
(%) (594) (6541) (664)
LDLI L R 7 | R—251> 132143392 | 133.7+31.14 | 132.8+31.55
o (664) (734) (7241
(mg/dL) RETZEBOEIL | -86+2652 | -13.3£19.14 | 1.8+15.05
(%) (596) (65) (664)
HDLO L 27 | R—251> 49.8£12.05 | 49.3£10.42 | 50.9+11.47
o (664) (736 (72f80)
(mg/dL) RE72EBOEIL | 154+17.77 | 17.5£21.55 | 3.7+12.34
H(%) (594) (654) (664)
R R Y S | R—ATA Y 180.9+89.16 | 191.4+91.88 | 179.4+90.71
ty K (66fl) (7345) (72f1)
(mg/dL) E572EROZAL | -33.1£29.43 | -42.4+23.73 | -3.7£34.40
(%) (596) (654) (66f)

PagfE AR R (RHEHIR)

BIfEFRIEIE L. AHI10mghFT56.2% (41/7361) . AAI15mgh©63.6% (49/77
Bl) BT 5L ABETL0.7% (8/756l) THorzo FRBWERIIAH10mgH TIZEDL



13.7% (10/7361) . {E#:13.7% (10/73f1) ROEAKBEIEL2.3% (9/7361). AHl
15mght TILEm23.4% (18/77l) KRUOEDL22.1% (17/7761) TH-o7z. BB, 7
T ARBICBI B ER,. EMERRCELORRE G, ZhEn2.7% (2/7561).
1.3% (1/75fl) K%0'0% (0/7561) TH -7z

MAEE54mg/dLATEO B ML, AF 10mgET5.5% (4/7361). A#15mghT
9.1% (7/7761) RUOT 5 AREETL.3% (1/7561) B 6. HERMEIIRD 51
hofz. [54 9.8. 11.1.1Z2H]

17.1.2 FSERMRBREEREEHR (FINEERFLEER:I8F-MC-GPHKEER)
BMIA27kg/m2BL L CRIME, fEEREAE. PAZEME MR MITIRE GBS L <1300
BRBOWT NP E2ET 55585 XIZBMIA30kg/m2DL LD ERE 251761 % xR I,
ZEEMR N TAAISmg. 10mg. 15mgXiz 7S ARZHE1E, 72:@ME 5 L7z

(RAISMEBE624%1 (HAN:2401) . AHI10mgh:628%1 (HAA:2261). AHI15mg
BE:62861 (HARAN:2961). 77 ARBE637H (HAN27H)). 28, BERREE IR
Hahiz, AANZ, WThOHRICBVTHHELE2.5mgTHRES 2B L. BIE4HER
JEi22.5mg o Lz, MBI T, HBEIRFO O —HIRRCEHEEE O
Bz peE o7,

FEFHEE (co-primary endpoints) THZRX—AF A > h 585728 E TOHE
EECEROREST2ER5% L, EOFERD 2 3EM L - HEE O &O LT hicO>»
TH. AH1OmgRUAH 15mgD 75 R § 2 BHEEARIES N (p
<0.001) 14,

F4) R=2F 4 Vi 6HET28 E TORELLRKOBST 28K IC5% L EOFER
DR LI ERE Ol

AAISmgHE | AH10mgEE | AKI1SmghE | ST ARRE
(624141) (628431) (6284l) (6374)

R—=Z2F74 »DOKE |103.2£20.68 | 106.2£23.29 | 105.6+22.96 | 104.9+21.45
(kg) (61741) (6214l (623f5ll) (629
BE728BOMKE| 86.0£20.58 | 83.2+23.35 | 81.8+21.87 | 101.5+22.77
(kg) (535¢) (526f3l) (533f3l) (466f3l)
BET72HBEOAELE | -16.5+9.13 | -21.9£10.16 | -22.9+10.16 | -3.3+6.96
1E#(%) (535f) (526) (5331) (4664)
75t ARE & DR -13.5 -18.99 -20.19 B
[95% 53X ] [-14.6,-12.4] | [-20.0,-17.8] | [-21.2,-18.9]
5% LL_EARE R A #E R 90.3 96.4 96.3 34.1
A (%) (483/535) (507/526) (513/533) (159/466)
T RBEEDF v RHD 23.41 74.84° 74.089 R
[95% 5 X ] [17.00,32.23] | [47.39,118.17] | [46.97,116.82]

SRR GHEGIE) X3EIE% G/ EGE) . B2 RN _RTY
D [95%FHEXM]. 3%k L

a) BEBE. MR, RSB EIHERROREER N—AF 4 Y OFE, WIERLR
DOHIERFOAE, MR O 2 HAERE U, SBRENBEICEMEERE L
MMRMIZ & 0 &,

b) a) OMMRMIZ &V B S h7-ABEELRO T HIEZ AV TREEZH5EER. 85
B RN—2T7 41 VOKE, BERLRORERBOEE, MK 2HHERET S
FirthfIEZ W20 Y A7 1 v Z[ERIC & D B,

c) AHIOmght & 7T & RBEOHBKROARA15mght & 77 L REEO Iz h 2 il
BREAME2SU TRV SNz,

FABIRFHAEE OFERE TRIORY .
#5) BET72ERHT10%, 15%. 20%XI325% L EORERD 23ER L 7o i5E OElE

AAISmghE AFHI10mghE A1 5mght PAAL N
(62441) (62843l) (628431) (63741)
10%2L E 75.0 86.1 90.2 17.4
(401/535) (453/526) (481/533) (81/466)
15%21 E 53.5 74.3 78.2 7.3
(286/535) (391/526) (417/533) (34/466)
20%51E 34.0 56.8 64.0 1.5
(182/535) (299/526) (341/533) (7/466)
25%8 L 17.8 36.9 41.3 0.4
(95/535) (194/526) (220/533) (2/466)
&% GBI/ FHmBHIE)
#6) IMEE. MERVHEE ST A —%ICHT 2 3HEE
AAISmgHE | AAI1OmghE | AHI1Smgl | 77t B
(62443 (62845ll) (62845l) (6374)
HbAlc R=2F4 Y 5.56+0.36 | 5.55+0.37 | 5.55+0.41 | 5.57+0.38
(%) (60241) (600 (606 (6064)
#ET72EBEDZ | -0.41£0.30 | -0.49+£0.32 | -0.51£0.36 | -0.08+£0.30
(L& (527 (516f) (5244) (45941)
ZEREIGIEE | N— 251 > 95.34+9.84 | 9558+10.77 | 95.18+10.27 | 95.77+9.57
(mg/dL) (603f1) (5994) (606/4) (6064)
#5725 KDL | -7.70£13.47 | -9.98+12.02 | -10.40£12.63 | 0.66+13.50
L& (52443 (5174 (5214l (4571)
IGEIMLE | R— 2T 1 > 123.6£12.52 | 123.8+12.86 | 122.9£1291 | 122.7£12.60
(mmHg) (61843 (62145l) (623fl) (628451)
572D | -7.5£12.85 | 9.1£12.98 | -8.0£13.03 | -1.1+11.70
L& (535¢3) (526) (533) (466/)

AHFISmght | RHI10mght | AHI15mght | 75w REE

(62441) (628451) (628451) (63741)

PEEMME | N— 254> 79.2+8.17 | 79.9+832 | 79.3%8.21 | 79.5+7.91
(mmHg) G186 | (6216l | (6236 | (628l
BE72HBO% | 524876 | -6.0+882 | -47+9.23 | -1.2£8.23

L& (535¢3l) (526/1) (533f) (466/1)

EaL AT | R—RTA 191.0£40.03 | 194443875 | 190.9£37.88 | 190.0+38.67
o 6036 | (5998l | (6066 | (606l
mg/dl)  [sn 572580 0% | -368+16.31 | -460+17.05 | 6.46£1596 | 0.52+18.09
1EH (%) (523f3l) (51741) (520f1) (458431)

LDLaL | R—251 > 1133+3230 | 116.3%32.83 | 114.0£3266 | 113.2£33.29
Fa— S84l | (57aBl) | (G828 | (573H)
mg/dl) [ 572588 O % | -1.70426.60 | -3.55+26.37 | 5.97£24.89 | 3.05+28.63
1E5(%) G14F) | G116 | G15E) | (4568

HDLILZ | N—2541 > 49.2+13.14 | 48.9£12.73 | 49.0+12.62 | 48.0%12.61
Fa—i G89M) | (577H) | (584Bl) | (576l
mg/dL) Ty 57238 R 0 % | 8.68220.19 | 10.13£20.77 | 9.9620.65 | 2.82+17.42
£ (%) (518431) (51541) (519¢) (45841)

TR LY | R—RT A 1501415196 | 144.0487.89 | 142.6+8201 | 146.4+82.81
77Uty R (603f3l) (599¢3) (60645 (60641)
mg/dl) |4 57030 & < | -18.4+34.76 | -19.2£38.52 | -248+37.73 | 0.5+44.65
DEALHR (%) G226 | (515l | (G18H) | (4574l

PIofE + R (P

RIfEFARHEI G X, ARAISmgRET55.6% (347/624%1). AAI10mghtT62.3% (391/
62801) . AHI15mghET61.1% (384/628f1) KRU'T It REET30.5% (194/637
Bl) THolzo ERENERIIAASMgEETIXEDN21.0% (131/624%1). TH#i15.4%
(96/624f) KOMER13.5% (84/624%]) . AAI10mgH TIEEDL30.7% (193/628
). FHI17.8% (112/628%1). EH14.0% (88/628fl). AAKEEL1.0% (69/628
) BOMEH10.0% (63/628f). ARAI15mgBETIFEDN28.5% (179/628f1). THi
19.1% (120/628fl). MEM10.7% (67/628f) KOMEH10.0% (63/628f) Td >
Too BBy TTRARBHCB Y B0, TR B, EREGEROERORBE &, 2
ne#n8.0% (51/637#1). 5.7% (36/637#l). 4.1% (26/637#l). 3.0% (19/637
Bl) %U0.8% (5/6374l) TH -7z,

M¥EES4mg/dLARMEOMKIMEE (BRI Z &) &, AFISMgETL.4% (9/624
Bl). AFI10mgT1.6% (10/628fl). A#I15mghET1.6% (10/628f) KUTI+
REET0.2% (1/6376) BH SN, 20> HEERIMBEIIAASMgBO 1B TRD 5N
7zo (7.1, 11.1.128]

17.1.3 FSERHR"ESREERER (IIMEERRLREER:18F-MC-GPHLEER)
2BUREFRRE & 9 A BMIA27.0kg/m2LL L O#ERF 91 2] % xR ic. —EHEMR N TARA|
10mg. 15mgXid 77 A%\, 72@EE TG Lz (KHI10mghE:30261 (HA
A:1461) . AFI1SmghE:30361 (HAAN:146) . 75w AB:3076] (HAA:1361)).
ARENE. WTNAOHBRBICBVLTHBEIE2.5mg THREZMIE L. DB4ER &
2.5mgd O L7z, SEEET. #BRF IR0 0 —HIRER S EESORNZE
PETIT o720
FFEFHEER (co-primary endpoints) THEN—RAT A ¥ 5% E572EREE TOME
HELR KR OBET2 R IC5% L EOFERD &R L - HBEEOEGOVnTIcOV»
Ty, AANOmMgRUAFIS5mgD 7T Ricw T 2BRESBIES N (p
<0.001) 15,

K7) N=2FA »ir6BE72/0R & TORER(LRROERET 28I 5% L O KER
DR LR odl e

AFHI10mgh¥ AHI15mgh¥ 75 R EE
(30241) (30361 (30741)
N—254 > DIk (kg) 101.7+20.84 | 99.8+20.10 102.1+22.27
(29941) (30141 (30341
#5725 O A H (kg) 88.5+20.36 84.1+19.51 97.3+22.49
(27441) (2596) (256/)
B ET725ERE D IFELEALE (%) -13.3+8.38 -16.0+9.70 -3.5+5.87
(27441) (259¢3) (256/)
7T R E OB -10.39 -12.49 )
[95% X ] [-11.7,-8.9] [-13.8,-11.1]
5%L_EASE A EREIE (%) 82.1 87.6 33.6
(225/274) (227/259) (86/256)
T RBEEDF v XHD 11.039 14.920 i
[95%(EHEX ] [7.42,16.39] [9.80,22.71]

FHfE AR GHEGIE) 3Ea% GUBIBVAHEGIE) . B2 RN T
D2 [95%EMXR] ., 74274 L

a) HEBE. AR, RSB E MR HORENERH, N—2A T 1V OFE, BIERLR
IR LT W Mg NEEOMME, s ORI 2 AR & U, BB AR I s
EE L7:MMRMIZ & D B H.

b) a) OMMRMIZ & Y HH S N7 (AEE(LROTRMEZ AL TRENEZ#H5EER. #5
B N—RT4 Y OEE, BIERILRHICHER LTV IR TROMHE, Mgk OHR %
AL E T AFIthfEZ W0 Y A7 ¢ v ZERIC K D EH,

c) AAI0mght & 7Tt RBEEO LB OARA15mght & 77 £ RBED LI Z 2 il
HRKE2S5%M AV SNz,



FELREIRFHEEE OFER 2 TRIORY .

#8) HET2AMIZ10%, 15%. 20%U25%L0 EOKEHD 2 R L g 0%l o
A1 0mgE Al 5mght 7o RBE
(302fl) (303f1) (3074)
10%51 I 63.1(173/274) 71.0(184/259) 10.2(26/256)
15%51 41.2(113/274) 54.1(140/259) 1(8/256)
20%51 21.9(60/274) 34.4(89/259) 2(3/256)
25%51 I 8.8(24/274) 17.4(45/259) 0.4(1/256)
EE% (FEHFIE/FHEFI%)
#9) 1A, MERVIE T X — ¥ IZB T 2 3P E
AAIOmghE | AAI1SmghE | 7L RE
(3024) (3034l (3074)
HbAlc N2y 8.02+0.83 | 807+1.00 | 7.96+0.84
(%) (29141) (293¢31) (28241)
WE72ER O | -22241.00 | -229%1.12 | -0.59+1.04
& (2654) (249%1) (1654)
eI A PP, 158.23+42.52 | 161.87+50.20 | 157.41 £45.61
(mg/dL) (290f) (29343) (282f)
RE72AEOZL | -50.24+44.36 | -53.22444.93 | -9.34+39.89
& (264%) (25081) (16241)
IR L E e 130.6=12.19| 1302+12.23 | 131.3£11.77
(mmHg) (29941) (30141) (3034)
5728 O%AL | 6051455 | 7.9%13.25 | -1.2£13.65
& (@74%) (2596) (2564)
PEARIA ML N—=254 > 80.1+8.14 | 79.8+8.67 | 79.5+8.39
(mmHg) (299f) (30141) (303)
57RO | 24867 | 294978 | -02+7.75
® Q744) (259%) (2564)
AL AFO— | R—RIA 17754323 | 170.942.01 | 179.3+41.86
Py (2864) (2864) (28441
(mg/dL) RE72RBOEL | -1.33+21.65 | 1.47£23.73 | 3.31£20.73
(%) (272151) (2574) (25541)
LDLa L X5 | R—251> 96.0£35.20 | 92.3+35.23 | 97.9+33.72
o (2864) (2864) (284f9)
(mg/dL) RE72ER O | 10.57+75.67 | 12.45£48.15 | 10.80%£39.07
(%) (272151) (256431) (25541)
HDLI L X7 | R—251> 452+12.42 | 42941031 | 43.9+11.42
o (2864) (28641) (284%91)
(mg/dL) RE72E O | 8.04+18.96 | 12.78425.76 | 2.58+18.24
(%) (272151) (25741) (25541)
TR R Y S | R—RT 1 187.0+143.42 | 1825+ 131.03 | 191.4=117.88
vy K (2864) (28641) (284491)
(mg/dL) WE72E O | -19.8£36.77 | -21.74£40.79 | 1.0+43.14
(%) (27241) (257f1) (2554)

FHE R (RTS8
BIfEFISEIEIG IS, AHI10mghf€48.7% (147/3026) . AAI15mght T©47.2% (143
/303f1) RUT 7L REET27.0% (83/307f1) TH -7z EABIERIZAA10mgH
TIZED17.5% (53/30261) KU THI14.9% (45/30261) . AHI15mghE TIEED
19.5% (59/303f). F#i17.2% (52/303%1) KUMEM:11.2% (34/303f) TH->
fzo BBy TTEARBICB I Z TR, BOKUIERORKEIGIE., Zh2h6.8% (21/
307#1). 5.2% (16/307f) %1U2.6% (8/307fl) TH-7zo
MFEES4mg/dLARE O KM L. AH 10mgh©3.6% (11/302f1). AHI15mgT
5.0% (15/303f1) RU'75wAETL.3% (4/307#]) e oh, BEMMEEIZED
SN olze [11.115H]

18. EZHEIE

18.1 {ERR
AANIGIPRAEMERKRUGLP-1ZB/ADT T=Z N Th 5. AAIFHEMERICBNT
GIPZ AR UGLP-12AKIMERT A2 LICK D AMERAGSI L. /-, Mo
GIPZAMBIMERT 22 &KV IFESOR# LTS E S 2 LT FRERMEHAZR
TEEXLNS,
ARANEC20MEM I Z & L39HDT I ) BAP SR BRTF RTHY. WEKT LT
IV EREUTHRERBAPERT 5 2 LI X DIERARHRT 5.0

18.2 EIE{EA

18.2.1 GIPEBHAHRUGLP-1ZEF7 I=RX MEKE
AFENE in vitro BRERICB VT, GIPRAMFKOGLP-1REMFICHEA L TEEEL. v
FThOZEFITH L THMBNCAMPZ NS E 57 T=2 MEZRLZ10,

18.2.2 (F=RAMER
AEHFFAEI < 7 ICAH 2 RERS LR,
7210,
BMI#A27kg/m2Bl EO#ERE TR LT AHISmg. 10mgXid15mg% i 187258 H#%
LR, 77 RBEHR L CARIBCHRERDOBEI A E L, EIHRORBSS
RIEFIAEDRL LD RED 57219,

18.2.3 BHROIAE
BEFRMEE < 7 AR 2 KIERS U R EER S i U CEERMEEZ R
L7210, &7z, RHNE. v 7 AOERHENOBHFEL2E NS Y, RIERH O — 2
SN,

YRIRRE & HB U CREAMEE 2R L

18.2.4 BERA{XEDEER
b MR E W7z in vitro BERICB LT, RENX. VRS V87 ) —ViEEE
AEE. BHBOMBNANOID ALK TN 32 g L7217, £, AEFERER
i~ 2% U REHIRZICARA 215 LR, 3L F—IHRBRORIEER R
PIBEBEE B L TR ED 27217,

19. B CRET B IEEEHXR
—REBIR:FILEISF R (Tirzepatide) (JAN]
5 F  :C2sH348N4sOes
75+ #:4813.45
L3 RACOHKRTH 2,

e gt YXEGTFTSDY SIXLDKIAQK AFVOWLIAGG PSSGAPPPS
HsC  CHj; H OH
X b NH,
HoN COyH HoN
X s©
2,13 39
2-methylAla Ser-NH,
O H COoH
HOZC\MJ\ { \M Q
18
COzH
NB-(N-(hydrogen icosanedioyl)-
v-Glu-bis[iminobis(ethylenoxy)acetyl]}-Lys
ES H:FVENRT Rl & b7V —RRFEEA VR Y ARREAR Y RTF R

(GIP) ZBHAKUE b T NATURERTF F-1 (GLP-1) ZFEkOT T
ZAPTHY., 2RFI3BEOT I BFEEIE2-methylAla, CHIZT
I MEShiSerth s, E5I. 1,20-1 IH Y @A HEOGIUKU2ME
D87 I/ -3,6-VAFY AT Y VETHRSNG Y ¥ h—%2N LT20EHE
DLYSIZIEA L TWVD, FILESF FIZ3MADT I ) BFRED 5 2 58K
RTIFRTH 5.

20. BV EDFE

20.1 L2 BT, 2~8CTENMRFT A & W LZHEIE, HHLAVWI &

20.2 ZIRTRET 2581, 30CEBARWVIGFHCHEI S TIREL. 21HLA
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