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2. B2 (ROBHEICFZRSULEWVWTE)

2.1 AFIOBIR LVIBBREO RO H 2 BE

2.2 BERRREES b7 Y R =Y A, BRI S SR, 17
BWRROBE [ R YBANC K 2EL P LRGBS BNEE
BABDT, BHNEHRETNETEL,]

2.3 2EIBRIR 2 A T 5 BEICH T 5 HEERYE. FHE0RA
DBE [V A) VBAIC X A IMESHEAEENSDT, K
Al D558 & 7200, ]

4. FPRERFFHR
ORBEIE
EL. BlE. EERBEN FTTEERE (2BUFEKRR. mE
BEEEE) oLInhrzEL. BEEE - EBEAZT>THT
SIEHRDBBSNT, UTICEHT IHSEICRD,
* BMIA'27kg/m2BA ETd 4 . 2L EDRETEICEHET B f25RE
EZEHID
- BMIA*35kg/m2L E
Oth&iELL_E DPAZE AR IREHEIFIREIREF

3. #8R - M 2L, BMIN'27kg/m2R LIS T 21BEICRS.
3.1 8 5. FEENIIFTIRICEHET B:FR
W54 ) VR (BRERE)
Yy INAY Y RETFE 1%y hh 5.1 RAIDBRICH 72> T 50 CORMEREOERTH S
2.5mg7 FA X |FLEISF K2.5mg ﬁ$§§'§#ﬁ§fﬁ§;igﬁﬁﬁgi§§62§§%§
P — N T, BYRAEONG E LT ¥ - BEDOHEL
t;zg;;ff Bl }bl,;\f;img BT . JEEICHIET B EME, BRRBICHA AN S N
25 ‘ BEYRESEICHNT 5L, [17.1.186)]
Yy IRy FETFE 1%y b D VBKEZF M) oLALAIE 0.7mg *5.2 EERESE2ET 5000, ElERVEERFEOVLTHR
7.5mg7 AR |FALT KT Smg sl b U v L 4lmg LHESZVEFICH LA ERET 258101, [17.HERR
Cy 7Ny RETE| 1Ry b IEE g ) OEONAERBEIL, BRRABRICBO TR E Sh-BEY
10mg7 74 A |FALE/8F Flomg KEEEF P U YA HE BN AR OB R OL LI O VT HAR L ET. A
Py IAYY RETE| 1%y b REOBMR ORI A2 SRR OEBREET 2EMOb & T
12.5mg7 57 F A FILENRF F12.5mg FRTAEZE, ZOBIZIE. LTROO~®D > 5208 EIziEH
Yy PNy REFE|  1Fv b XISHERRRICHEN T 5 C 2R L BT, POBRMOBES
15mg7 74 A |FLE/$F F15mg A NI FELSEI, BRMNEERES D o 2BIERIR O FIE
3.2 SFIDMLR ;;;;]7@ BWEEZONSBHEICH L GERT S &, [17.1.2
BRIBEH DZefgRs MAE AT 100 ~ 125mg/dL
W7 2 R - AE | pH | (AR @75gfN7 Ky EarRE (OGTT) 12513 % 285REA 140
IXY B1t) ~199mg/dL
Yy TNy RERE @HDbA1cH5.7%~6.4%
2.5mg7 74 A (PSR OB E IR IREREY)
Yy INAYY PR 5.3 RAIDHEAICH 7= > Tid. BHIE LTH 5 » Lot -
Smg7 oA |BEE S BRI £ DR AT Th +OLMEAE S e L EE % H
TPy TR Y VYR e~ e FETHIE, R L, BEOBEEDAIESS 5. AFIC L
75mgr 7z [EABICE Y| ~REBEORE.5 2 RO BB A LE LB S W2 B OB TlEA L,
TNy PR Pl EHAXEDLT »| ~ 1 [17.1.4, 17.1.52H8]
’“1/0 / “_j Eacvavmicadmksa|7s 5.4 EIFIREIEIEEE (AHI) 2515/hBlE0BE2HRET 5
L0METTAR |o (% v - 3|3 5 CEHH) r. 1714, 17.1.55H]
Ty TNT Y FETE @) +5.5 AANIAEHA 12 PEVERONE 2 ST 2 5HTH 5 720
12.5mg7 7 # 2 [17.WKRE] ODEONE 2B L, ERRBTHRE SN
IR RETE BESER. WOCAROEHER ORISR L b
15mg7 7 # A WISEZEOBINEITS> &, [17.1.4. 17.1.588]




6. iENURE
BESRIE)
BHEL BAIKIE. FULERF RELUTELE2.5mgH 5B E L.
4EB O T2.5mgd DR L, E1E10mg% E N EHT 5.
B, BEORBICEC CGEEERT 245, BLESmgE TH
B, 34BN EoMET2.5mgs DE1E15mgE THETE
2o
(PEREL DA IBIRIF BT IRAEIREE)
BE. BEAIKE, FULENNF RELUTHELIB2.5mgh 5 BtE L.
4B OB T2.5mgd DB L. BIM15mg% & NEHT 5.
5B, BEENTDSNLVBEICIE, JELEL0~15mgo &
THRERZHETHIENTE S,

7. BERURECEET 5=

(FIRELLE)

7.0 AHIGELERS S 2HATH Y. A—REAICRESE5T L,

7.2 %5 E2ENGAEIE. RERS ETOMBA3IEM (726/)
P ETHNE, KOVEBESTESICRE L. 20BIES5H U
DEDEBEIRET 5 L, KERS T TOMBA3ERE (72
BER) KRB THNIZREET, ROH 5 H LOED - BH IS
THIE. b, BIERSOBH2ZET 5LEAD 541,
HERG 557 < L b3HM (72688) BLERBEET 5
Eo

7.3 BBREESOHIIC & D BAEENE 6 Nk EETIRERE U
WHOEMEEET 5 L.

(BEBE)

7.4 BEOKERD ORERAAICHT 5 BEHICE LT, BIE
SmE THBRERET 52 L b ERT 5T L. [17.1.28H1]

8. EELEARNEE
(GhgeEE)

8.1 KA EHIIBHEE - EEELE 2T 5 2 L.

8.2 AFNIFHRERFITH V. AREIFIEEZ D RIS FERT 2 AHE
BHA1:D, MBEOEECEITERTH. BHWERREEOMEIC
OVWTHHEET AL, [16.121]

8.3 AMBMRASRIET AN DHHDT. AWBMAOMHER (&
H2MES RN TS L WIEES) b5 b, #EHz2H
IEL, EPPICEMOZKZZ IS5 LOEET LS L, [9.1.2,
11.1.28H]

8.4 BIERENSHE LGS, SHBROWEEZEZE L. LEIC
JECTEHSRESIC L 2RERBEZZET 4L, HHEICHET
52 &, [9.1.2. 11.1.28H8]

8.5 THI. IEMA»SBKEZRERL. SHBEREICESZBZNISH S
DT, BEOREICEET LI &,

8.6 AHIHESHIZ, FREEEOIEROEGHELZIERL. BEHIRD
LNGEICIE. BMERZZ2T5L5EET S L, [15.28
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8.7 JHAME. MHFZ. BHER TS > HEEES KRR T 287
NAHBOT., EREOEIERS A S NIIBEITIE, BEIZIS
CTHEHSGRESICEIZRIEE2ERIT 54, #YICHET S
Z &, [11.1.3208]

8.8 MEMRNAALNIZBAICIZBEORELZFICBEL, B
D SN ICILEY LB 2T 2 &,

8.9 AHIOHECEHHICH > Tk, BEICTDLHBEINE2EML
T, BEHOHEICRSETEHIE2HERELL LT, B0
B EEfHTHIE, Ti-. BEOREREEHEIIOV
THEBZRET A2 L, SN TVAEIEGHHAS 20T Hr &
SIEETH L,

8.10 AR IMKEE FERZE T 5H. A Y A) VORBETIEIAL
W, 2BERIR A AT AEBREICHT AARAOKREICELTIX, &
FEDA VA VIRTEIREZER L. BEOUB2HNT S &,
A VA VRTPIREBOEBE T, 1 > A VU 5GLP-1ZBHBEH
FICYDEZ, BBAEMERCERBEES N7V =2 205
RULERSRESh TV,

8.1 AFDFERICH > Tid. BFICH L. BMEEREOCZD
HASFHEIZOWTHAHAT S &, [9.1.3. 11.1.1%E]

812 RIMKE#R T ZEAHHDT. EIEE. BEEDEERS
ICREBLTWABEIKRET L ERERT AL, [11.1.15
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814 ARHEFLENSF FE2EBELTVWAED, v I v uEo
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9.1.1 EEBTEMEEDEEDBBEEDH 2 EE
BREEDERPELT 2BZNDH 5,

9.1.2 BRDEIFEDSH BEE
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9.1.4 1EFEREFRIRIREE. PEIRMEDLZE. SMHGEZET 2
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ATEFEBHEBICBV T, BRI v MICRAIZRE LZBE.
BARBRAHETE MIBRE L ZORAOBERZ O 2HE
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bOTH-7D, [9.42H]
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11.1.1 {EIM¥E (BEEAREH)
RMFEER (BRI SEOZEERE. BT, EEEA. 8%, &
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L L7 A E O RRICEE R RIMEERYS D 5 b EiEE %
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RIFERER RO SN/, BE2SCARZENT 54 L

Lo L. a-ZNav ¥ —YHERED

BERIRIZ T RoRER 85952 &, [8.11. 8.12. 9.1.3. 10.2.

Y 2B ZITD

17.1.1-17.1.528]

11.1.2 2B (0.1%KH)
MMt 2 (5 Ff 2 M L WIBRE DB E PR O 5 NBEITE,
FElOBESZHIEL., BYGLEZITD & Hiz, BREBHET
SN-HEI, BRERTbRWI &, [8.3. 84, 9.1.22H]

11.1.3 BBER (BHEARH). BBER (0.1%A15). BEtS >itE

B (EEAH)
[8.72H]

7

MNATFPFT4S5FY—, MEWFE (TN HEEARH)

1MA5AUIR GHEARH)
EHZEZEL ALV AZRBITBZINDH5H. SEOER. B
[, Fifed 280, BHEORENRO oNHEILEIRE%E
ik U, B ZAEZITS CE. [9.1.58H]

11.2 Z0fthDEIER

GlliRiiEE 5%k 1~ 5% 19K
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14.1 EFWESHIDER
BEABROHEBYREES VW &, BROTELIEY SN
LEWHRTH L,

14.2 EEPIZSIHOER
TR ESNE. BEER. ARBBER I EREERICITS o B LBz TF
592548, BETHT AEME2EET S &, BIRNRUTHA
RIZEE LW &,

15. ZDO{DFER

15.1 BRRERICE D ER

(GhggdtiE)

++15.1.1 FH| & ORRBERIZHAS »Tld R WA, GLP-1Z A5 EH)

55 1 FIEBI IR A MERTE R MAERAEE (NAION) OFHY
A7 EMOT e %2 RIB T 5 BEMAFEIRMESN TV S,
{BEEAE)

15.1.2 BN OFEIHRESHEE (370441) 2B W T, HEWH
R EHE AT B 72 3596 B0 5 B, HF IVEI/NF RHAKA65.5%
(2357f) 1WCHBE LTz, Fiz. REHE K CHFIFLA L FHf =]
BEZ23573FID > 5. NEMGIPXIIGLP-1IZH T 23 ZHK I
FhZEN42.8% (153141) RU18.7% (668#4l) 2. WEMHEGIP
SUZGLP-1IZx 9 2 HfIFLEIE ZhZ210.8% (286]) *%U0.1%
(3B 12, FILENRF FOGIPZBAENIIGLP-1 2B EOE S
fLicxt g 2 ffiikiz 2 2n2.4% (8541) K/1U2.2% (78
) 1CFHHR LIz,

15.2 FEERAREAERICE D < 15ER

W= v b Z2RAW2EMPARERBRICB VT, AFI%0.15.
0.50% U'1.5mg/kgD R (ZhZThEKRAHARLE MIET
BELIZEBOAUCDO0.11. 0.31 K% V0.88FDAUCZ B 26T
HE) CHE2EEREELZEC A, NEEEHEBL T, FRER
CHiffEs (RERVE) OREFEOENITRTORARTH
bNize rasH2 S VAV z w7 AZHWE63 ABYA
FEHRBICBWT, RFIZL. 3XT10mg/kgd FAE THE2ME &
TRE L&A, BRIECHIBIOBIERK D 2 W ISIEE O FAEH
BICHEMIRO sz -7z, BRIBEFRIEOREFED H 5 BE
K O HURBR B AR S Z RN I EBRE 2RI O R ER D 5 2 B
FHIHNT 2ARFOREMEIIHEL L TV, [8.63]



16. EYENEE

16.1 MOGEE
HA A 2B R B E 2051 ARISmg. 10mgXix15mgz BIER TS (W hom
RICBLTHEIE25mgTREZEIA L. DBAER T X 122.5mg e HHE) Lks
&, 3LEEREHOEMBIEE L Lo 2513238 B 5 550 tmax® R AE 1249 2455
M R (t2) EH5~6HTH Y. CraxRUAUC (0-168n) ORATHE B
REAIGICHM L. [8.2508]
SNBSS A — & OISR % LR ISR T2,

#1) MEEHFLERF ROEMIE T X —5

BE5& tmax t1/2 Crax AUC(-168h1) CL/F V/F
(180 (hr)® (hr)b (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)9 (16)9 (51)9
10mg 23.57 121 1730 197000 | 0.0507 9.47
(N=10) | (8.00-72.00) | (104-156)9 (46) (36) (36) (48)9
15mg 24.08 122 2370 288000 | 0.0502 9.43
(N=9) | (8.00-47.50) | (103-148)9) (21) (1) (22)9 (19)9

Hotze Ty CoaxDE/NREMFHMEOL [90%EHEXM] 3. 2hzhl.04
[0.84,1.30]. 1.09 [0.87,1.36]. 1.23 [0.97,1.56] K&U'1.02 [0.82,1.27] TH»
728 (HEANT—%).

16.6.2 FHkeEREEE
M REIE H 55 130, B P MAEMER#E (Child-PughsHHA) 661, HEEHE
HEREE B (Child-Pughs3¥EB) offl, BEEFMHAEREEFE (Child-Pughs33EC) 7#1
ICAHISMg % BERE T 5 L2 HBRICB LT, IR EREHRE IO 8, hkE
RO EEFHEREREDOAADAUC (0-0) OER/N_FEMATFHMEDOL [90%FHIX
il &, #h2hnl1.08 [0.88,1.32]. 0.96 [0.79,1.17] %1*0.85 [0.70,1.04] T
Hotze Ty CoaxDE/NFAMATFHMEOL [90%EHEXM] 3. 2h2h0.92
[0.73,1.16]. 1.00 [0.80,1.25] &%7r0.97 [0.78,1.21] TH -7 FJEAT—%).

16.6.3 SE
SEIMHEPERFERE (I8F-MC-GPHK#RER) &£ 01§ 57186461 (65 L1144,
65/ AN 17506) 2GR E Ul FEFMENBBATOMLR, FREIFLEF FOR
PIFOTVT T ARCRPFOFHEEOERHER TR A, 7210,

16.7 EMEEIEA
KA ERECBEIEII T b7 3 7 2 0 200 L S E AR O R 2 K310
RTIDI (AEAT—%). [10.2208]
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BIMEEMNRE: (I8F-JE-GPHZAER) & V135N 149612 ntR & Ui BREFEYS)
BT OFER. BARANEMERE OEFRETOENBE $F X — 5 OHEFEM@IIR20
EBVTH- 7Y,

£2) MIFFFILEINF ROFEWBRE/ VT X — 5 OHEEE

B8 A= Crax AUC(0-168hn)
(B (kg)@ (ng/mL)b) (ng * hr/mL)»
10mg 92 1540 190000
(N=72) (15) 17) (18)
15mg 92 2310 288000
(N=77) (15) (14) (17)

a) HilTPaE (BHEREZ)

b) MAFaME GRATZESRE%)

16.2 RUR
TR ASABNC 3O DR B GHL (. LT R ORBRE) (CAHISmg 2 BIE Bz
TG Lc & &, EEBREIINY 5 LRIH R KBRS TDAUC (0-0) DR/
MAEHEO K [90%EEXM] &, 0.99 [0.97,1.01] &T0.95 [0.94,0.97] T
Ho7) BEAT—%). BERA2061ICAHSmg 2 BEE TS5 Lk & & 0fntiy
NAXTRAZEY T 1 OHEEME80%TH 725 GHEAT—%),o

16.3 5

16.3.1 EERS
ARNFEICMEET LT I > LS (HE:99.06%) 50,

16.3.2 Fit P~ DBAT
AR @R L HICARAIS Mg Z BERE RS Lz & &, 3FITAHICFLES
F AR E N AP RERMIZ4.6~7.2ng/mLTH o7z, [9.65H]

16.4 X
RAIORHRIE, — M7 > EORLEIC L 5T F FEIEOSH. C20fE
g O BRALKR VT X FIKSETH %0

16.5 HEtt
ARNRB S MBI RPROBEERICHM S NS RE(LFZRAPROEFERICITED
Snteho7zD,

16.6 KEDERZEIDEE

16.6.1 BikHEEEEE
BHAEEH1iEE (eGFR290mL/min/1.73m2) 1461, WEBHKAERERE (eGFR:
60~89mL/min/1.73m?) 8fl. HhEEEHEREEHE (eGFR:30~59mL/min/
1.73m2) 8fl, EEBHHAERMEEE (eGFR<30mL/min/1.73m?2) 7% ORLIBER
BEE Gy AN LMBEN 2% TW»5) 8HIICAAISmg % BEIR 5 L itBiic
BT, BREEFESRE IO 28E, hEE, BEETRERERERURIBRE
BEORADAUC (0-) DERN_FEFMPHMEOL [90%BEHXMH] &, 2hEh
1.05 [0.86,1.271. 1.29 [1.07,1.56]. 1.03 [0.84,1.27] K U'1.16 [0.96,1.40] T

s | % BRI 5
P Fr%E R | s e Crmaxtt AUCH tmaxZe (hr)
[90%fEHEX ] | [90%EHEX ] | [90%(5HEX ]
TR RR A 221 (A % BRI 5
amp e
JIVINVA
4 0.45 0.78 450
ibf "R 2251 1040051 | 071,084 | [1.505.00]
Smg | Hi[o
TF=hT 0.41 0.799 423
Ah7Y 247241 1036047 | 1073085 | [1.50650]
F—iL
2RURERRIR 2 A9 5 BMIA27kg/m2LL B B#H ISR %8 1 B KER S
. 0.44 0.88 0.25
TerTS | Sme | IEE | I8/18 | 50053 | 077,1.000 | [0.00,2.28]
VAV 4
1g9 . 057 1.08 0.50
15mg? | ORIR | 15/18 | 0 470701 | 1094125 | [0.25,1.25]
BMIA27kg/m2Bl Lo B#E (BERIEEE % bk <) ICARA % 38 1 [0 KRB 5
0.45 0.89 1.50
7eb7 | Sme | IEE|I8/18 |\ se 00 | 078,101 | [0.25.2.50]
i 0.80 1.23 0.50
1g9 o - : ~
& 15mg? | ORIR | 15/18 |\ 06 0.08) | 107,142 | [0.00,1.00]

BIBCARRIGH R 5 R/ AR 5 Ry

AUCHEO#FEIZAUC (0-1)y 7EMT7 3/ 72 YIFAUC (0-ast)

Craxtt R UAUCEH: 75 £ BT 2 AHIBEO S/ ZFS [ E O e

tmaxzs: 7T £ RBEICAT B ARFIBE O hIE D=

a) /T AFA—10.25mg (BENKRERE), TF VIR T Y4 —)0.035mg

b) J VA ZAF A — + OWEEREY

c) fil:21/21

d) 7E M7 I T 2 viE. AEER S 24K % K OAH 68 B 1% 5 245 % I 5 &
hiz

e) A#I5. 5. 10, 10, 10, 15mg@IEIZ:E1[EH#5

17. BEFRRRE

17.1 BHERURSMICET BHER

(BEEAE)

1711 SRR EEREBHR (BINBEATR:I8F-JE-GPHZHRER.
jRCT2031210044)

BMI7$27kg/m2LL ET20 Bl B B 3 5 @Rtk 249 5 XIEBMIA35kg
/m2BL BT LRI BiE Y 2 @R EED 269 2 IEiERE 22561E) ) &
gic, ZHER T TAHILOMG. 15mgXid 7t AR %EIE. 72EME TS5 Lk
(RAN10mgBE: 7301, AHILSMEE776H]. 7T RBETSH) . 2B, WRFEEE IR
HEnrz, KA. WTRORBRICBVLTHELIE2.5mgTHE 2B L. DigdEM
T&i22.5mg oW Lz, MERIRP. BERE X EFO N 1Y) —HIRKUHAEE O
BINZE M TITo 720

1) MAANEETIE, THERERY (EERIMEE]10~125mg/dLXIZOGT T O M2

BEREE140~199mg/dL). & bV 7Yty RIffE (Z2REE R Y 270 €Y F150mg/
dLBLE) UEFET LT — VAR ERE (IR &AE5% L) & L.

¥2) MAANSNIHEREICB VT, BEESRT A P T4 2 TEZS NI BHEDZ

WrCRED 1 OBEEZET HEAOEHEIRDOEBD TH -7z, (1) MHHERERE
(QEIREPRI - THIHER %) :65.8% (MEHEREOH). (2) IREFEHE:89.3%.
(3) MIME:53.3%. (4) EREEIAE - FE:35.6%. (5) EBIIRGEE:2.2%. (6)

MifEZE:0%. (7) JE7 LT — LAERRMHEIF AR 98.2%. (8) AMRFE - Ait:

2.2%. (9) PAZEMEMEAR R MEPEIRAE RY - AL KHL TIEMRRE:8.9%. (10) EBHBHE

£:8.0%. (11) FEERIHE B R :4.0%

MAANS NIZWEBEICB VT, 65U EOREFIOEIEIET 5 RBET13.3% (10

/751) . AHI10mgHET6.8% (5/73M1). AAI15mgh9.1% (7/7761) TH Y.

75 EDREFI O & I3AH 10mgBETL.4% (1/7361) TH o720

FEEFMEIEE (co-primary endpoints) THBR—RAF A ¥ 5% 572 AR E TOME
HERZ RS T72EII5% M EOFERD 22K L2 #BEEOSEOLThIZOL
T, KALOMgR UAF1ISmgD 75t Ricnd 2 EBENRITES iz (p
<0.001) 13,

*3)



K1) N=2F4 Vip68E720R & TORELR(LRRUIREGT2EIH5% L LD AER
DR U ERE Ol G

AFHI10mghE AFHI15mght 75t KR

(73%1) (771) (75451
N—=251 > DIkE Kg) 92.5+15.15 91.9+14.84 92.0+15.25

(7141 (7641) (75451
#5728/ OKE (kg) 76.3£16.07 71.9%£14.70 90.5+16.01

(5941) (654l) (6645
BET72EOBEE(LE | -18.4+7.61 -22.6+8.90 -1.8+4.94
(%) (594) (654) (6645
75 RBEE DR -16.19 -21.19 )
[95%{EHEX ] [-18.7,-13.5] [-23.6,-18.5]
S% UL LA E A ERE & 94.9 96.9 21.2
(%) (56/59) (63/65) (14/66,
T RBEEDT v D 119.659 153.57¢) )
[95%fEHEX ] [29.06,492.67] [36.03,654.53]

S HAEERE GHERIE) U3EIa% FUflf/ e . sk —RfTY
D2 [95%EMXMH]. -2kl

a) BERE, FMEiR A, BEBEHERSEOREEH N—A T Y OFE, A7) —=
VIUROMMEREEOERK,. A7) —=VIJROEN) 7)) FIFEOER, A7V —
=Y TREOIET L T — VAERRIFEAHR B O R MR ORI 2 HAEH & L, HEE NS
A % (RE L 7omixed-effects model for repeated measures (MMRM) 12 & D5
o

b) a) OMMRMICZ &V Bt S h7-FEE(LROTHIEZ AV TREEZ TR, B5
B RN—2541 VORE, A7) -V TROTMBEREFEOEE, A7) -2 HORE
bUZYEY FIEOFE, 227 —= 2 JHOET VI — VRN RE O A ER O
MR 2 HHERE T AFIthMiEZ AV a Y27 ¢ v 7 ERIC K D EH,

c) AAIOmght & 77t RO HEKROARASmght & 77 L RO HEkIcZh 2 il
BHREKELS%BHV SNz,

ELRERFHHEE OFRE TRICRY .
#2) $5T2ERHC10%. 15%X1320% L EOEEBD 2520 U 7 s 0#l G

AHI10mgRE AHI15mghE TS REE
(731) (771 (75f1)
10%51 & 88.1(52/59) 92.3(60/65) 4.6(3/66)
15%81L I 67.8(40/59) 83.1(54/65) 1.5(1/66)
20%BL 1 44.1(26/59) 66.2(43/65) 0.0(0/66)
EE% GEHFIEY/FHmFIE)
#3) [, MEROTRE/ S % — 5 1B 5 FIEE
AAI1OmgEE | AAI1SmgEE | TI AR
(7341) (7711) (7541)
HbAlc REPE) 5654034 | 567+035 | 5.66%0.32
%) (70f) (75f8) (74491)
BE72ABOEI | 0542035 | -0.61£0.29 | 0.01£0.27
S (5943) (65f) (664)
ZE 5 R I R=254 > 96.13+9.14 | 97.55+10.94 | 97.20+9.85
(mg/dL) (664) (73f) (72f9l)
BE72MEOEIL | -11.3649.16 | -9.84+10.27 | 3.08+11.40
®” (59f0) (654) (66H1)
R P P 125.4+12.99 | 125.5+11.97 | 125.0+12.95
(mmHg) (71451 (76/1) (75/1)
BE72EEOEN | -11.4£1337 | -12.1£13.04 | 1.7+9.08
2 (5943) (6545) (6641)
SRR T 79.3+9.05 | 79.7+828 | 80.0£9.65
(mmHg) (716) (7608) (75H1)
BE7CEROEI | 621035 | -63+£8.80 | 03+8.25
7 (596) (65f4) (664)
EALAFO— | R—RTA 210.1£38.40 | 213.7£35.82 | 212.5+36.48
iy (66f) (73f8l) (7241
(mg/dL) BE72EBOEN | -8.40+14.27 | -11.95+13.54 | 0.07+10.44
(%) (5943) (654) (6641)
LDLI L A7 | R—25(> 132.1£33.92 | 133.7£31.14 | 132.8+31.55
o—)L (66) (73fl) (72/3)
(mg/dL) WETREBOEN | 8642652 | -13.3+19.14 | 1.8+15.05
# (%) (5943) (654) (664)
HDLI L R 7 | R—A51> 49.8+12.05 | 493+10.42 | 50.9+11.47
o—L (664) (734) (724
(mg/dL) BE7CHMOEI | 154£17.77 | 17542155 | 3.7+12.34
(%) (596) (65f) (664)
TR R Y S | R—RT 1 180.9+89.16 | 191.4+91.88 | 179.4£90.71
K (664) (7345) (7241)
(mg/dL) BE7AMOEN | -33.1£29.43 | -42.4£23.73 | -3.7+£34.40
(%) (596) (65f) (66/)

FiofE + R RRE GHEGI)

RIEFARHEIEE. ARA10mghE T56.2% (41/73f1). AAHI15mght ¢63.6% (49/77
Bl) ROT I ARBETL0.7% (8/7561) TH-7zo EHBWEMIZAF10mgEE TILED
13.7% (10/73f) . ##13.7% (10/7361) KO EMKEHEL2.3% (9/73fl). AH|
15mgBETI3FEM23.4% (18/77H1) KRUED22.1% (17/77f1) THolz. B, 7
SERBICBI BN, BAREERCELORREIE L. Th2n2.7% (2/7561).
1.3% (1/756) R%U0% (0/7561) TH -7,
MAEES4mg/dLARTE O K MEEIE. AH 10mg#ET5.5% (4/7361) . AH15mghtT
9.1% (7/77H1) RUOT I ABTL.3% (1/7561) #ED5h, BEERMEITZED 5L
oz [5.1, 9.8, 11.1.12H]

1712 75N R_EERERAR (EINEEREERER:18F-MC-GPHKHER.
jRCT2080224976)

(1) #5728 (EZFH@EES)
BMI»27kg/m2Bl B CRME, ARERMAE. PAZEE MEIRRE M ITIEMRREE L < 00
ERBOVWT A E2ET HH8% VIIBMIA30kg/m2Ll_EO#E:E 251761 % w4,
ZHEHEM T TAAISME. 10mg. 15mgXiE 7T REZEIE, 728ME TS L7
(AHISmgBE:6240 (HAA:2461) . AHI10mgE# 62861 (HAA:22f). A#I15mg
BE:62801 (HAAN296) . 77 RB:6376] (HAN27HI)). b, FERWEEE I
Haniz, AFNE, WThORBRICBLTHELIE2.5mgTHRE A L. DE4ER
Z&iz2.5mg g oMEE L. REBIRH. #BRERAFON 1) —HIRKCEAES O
BWhEHETITo 720
FEFHEEE (co-primary endpoints) THEN—RAT A Vi 5% 572EKEE TOHE
EELR R OBET2ER 5% EOFERD &R L - HBEEOEEOVn IOV
TH, AANLOmgR AR LSmgD 7S RKicwd 2BRESBIES N (p
<0.001) 4,

K4) N=2FA1 Vip6HBE7200R F TOREE(LRROERET2BIHS5% L O ER
DR L ERE Odla

AHSmghE | AFIOmghE | RFISmght | ST ABE
(62445) (62845l) (62845l) (6374)

NR—=2F4 »D{KHE |103.2£20.68 | 106.2+23.29 | 105.6£22.96 | 104.9+21.45
(kg) (617f) (6214) (623f) (6294)
#E572HBEOAE| 86.0+£20.58 | 83.2+23.35 | 81.8+£21.87 | 101.5£22.77
(kg) (535f3l) (5264) (5334) (4664)
HET72EEEOKESR | -16.5£9.13 | -21.9+10.16 | -22.9+10.16 | -3.3+£6.96
LR (%) (5354) (52643l) (5334) (466/1)
7T REEL ORI -13.5 -18.99 -20.19 .
[95% 15 #EIX ] [-14.6,-12.4] | [-20.0,-17.8] | [-21.2,-18.9]
5%, b E A AL 90.3 96.4 96.3 34.1
E & (%) (483/535) (507/526) (513/533) (159/466)
T RBEDF v A 1D 23.41 74.849) 74.089 :
[95%17 $H X ] [17.00,32.23] | [47.39,118.17] | [46.97,116.82]

FHfE + AEAER R GHEGIE) i3Ea% FUBIBVIHEGE) . B2 R/ N Ry
D2 [95%EMXR], 724 L

a) BB, AR, RSB E MR EORENERH, N—2A T 1V OKE, BIERLE
DORIERPREDOH T, s ORI 2 FBAL B E LU, BEBRENRZICERmE 2 RE L
MMRMIZ & D HH.

b) a) OMMRMIC & W B S N/ AEELLOFTHIE LAV TREE A HTER. &5
B N2 T4 VOKE, BERLROMBIRFREOER, Bk O 4 HHEK
T AHFIthfEEZHWa I AT ¢ v ZERCE D Bl

c) AAI0mght & 7T RBEEO LB OARA15mght & 7T £ RBEO LI Z 2 h il
HRKE25%PHV SN,

FABIKFHHEE OF5HR%E TRIORT .
X5) BRET72EREZ10%, 15%. 20%XI325% L EORERD %3E L 1o Hi5kE OEl e

ARAISmgRE AHI10mghE AFHI15mght 75 KRR
(62441) (628431) (6284) (6371)
10%21 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%LL E 34.0 56.8 64.0 1.5
(182/535) (299/526) (341/533) (7/466)
25%11 E 17.8 36.9 41.3 0.4
(95/535) (194/526) (220/533) (2/466)
HE% (FEEHIEYFHTiFI%)
£6) I, MERVIRE ST A —% BT 5 FiiEE
AREISmghE | AFI1Omght | A#I1Smght | 75 L AREE
(62441) (6284) (6284) (63741)
HbAlc R—=RAF1 > 5.56%+0.36 | 5.55+0.37 | 5.55+£0.41 | 5.57+0.38
(%) (60241) (60041) (60641) (6064)
BE728BEOZ | -0.41+0.30 | -0.49%0.32 | -0.51£0.36 | -0.08+0.30
L& (52741) (516l) (52441) (45943)
ZEREREINEE | N—2 T4 > 95.34£9.84 | 95.58£10.77 | 95.18+10.27 | 95.77£9.57
(mg/dL) (60343l) (599¢4) (6064) (6064)
BE728BEOX | -7.70£13.47 | -9.98+12.02 | -10.40+12.63 | 0.66+13.50
{b& (52441) (51741) (52141) (4573l
INFEEAIME | R=25 1 > 123.6+12.52 | 123.8+12.86 | 122.9+12.91 | 122.7+12.60
(mmHg) (61843l) (6214) (62311) (6284)
BE72HBEOXE | -75+12.85(-9.1+12.98 | -8.0£13.03 | -1.1+11.70
{b& (5354) (5264) (5334) (4664)




FrofE + R R BTG

BIEFR RIS G L. AHISmgRET55.6% (347/624f). A#I10mghtT62.3% (391/
628%1). AHI15mghET61.1% (384/62861) RUV'7 5t AREET30.5% (194/637
Bl) THot. EHRBEMEAFSmgRETIZED21.0% (131/62441) . THI15.4%
(96/624%) KUMEM13.5% (84/624%). A#I10mght TIXED30.7% (193/628
Bl). THI17.8% (112/62861). {Ei14.0% (88/6280%1). £AKKEIR11.0% (69/628
Bl) HOVEM10.0% (63/628fl). AHI15mght TI3EN28.5% (179/628f). THi
19.1% (120/628fl). IEH10.7% (67/62861) R UMEM10.0% (63/628fl) TiH->
Too BB TTRARBICBIHEO. TR, B, BREEXRUIBHORHE &, Z
nzns.0% (51/637fl). 5.7% (36/637H1). 4.1% (26/637fl). 3.0% (19/637
Bl) %0.8% (5/6374l) TH o7z
MAEES4mg/dLARMG ORIEE (ERERMEZEE&D) &, AFSmgHT1.4% (9/624
Bl). AHI1O0mgT1.6% (10/628%1). AA15mghET1.6% (10/628%l) KU+
REET0.2% (1/637f1) BBDH SN, 20> BEEKIMBEIIAFSmgHO1FTED SN
7z
*(2) 1##5176380F
SEIHEPRSLFEREE (I8F-MC-GPHKEER) 1CHMEREI D (1 S 72251760 25
Mo > 5, ElEAEICHERFMREE 267 2%0E GIRRBMREOER)
102160Ci3, EEFMIAO72EBOHKRE%. S 5ICHEMR N TEEFMH & F—o
AR (A#I5Smg. 10mg. 15mgXid 75t x) #B1E. 104808 (FH17638M) KT
B5 L (KAISmgRE:2456] (HAAN:1261). AHI10mghE: 25861 (HAA:10M4).
AHISmghE: 2526 (HAA:1661) XiE 7Tt A 826661 (HAA:136)). sERE
. HEERAFON O —HIRR UG EEH O E I TIT o 7.
¥4) BRERREBOERIZ. A7V —= > (Visit 1:Z2fERFMBEE &% OHbAlc,
Visit 2:0GTT O5MERU12053#) ICHIE S h iz 22 ERE MRS, OGTT 0MEK
U12053 M. LFICHDALICD > B, Dia< & b 2EOMAE T N OEEZ L L,
POIRRU2BERBE TR 2 WIBAE Sz,
(1) ZefgrsifEfE, OGTT 043#:100~125mg/dL. (2) OGTT 12043#:140

ARHSmght | AFI10mght | AHI15mght | 75 L AEE AHISmghE AHI10mghf AHI15mghf VA A <
(62441 (628f1) (62845l (63741) (24541) (258f1) (25241) (26641)
ILBRAME | R=25 1 >~ 79.2£8.17 | 79.9£8.32 | 79.3£8.21 | 79.5£7.91 15%2 & 52.8 69.9 82.8 9.0
(mmHg) (618f) (62141 (623f1) (628f3l) (75/142) (114/163) (125/151) (10/111)
BET2HEBEDOE | -5.2+876 | -6.0£8.82 | -4.7+9.23 | -1.2+£8.23 20%LL k 33.1 54.6 68.9 5.4
L& (5354) (526/1) (5331) (466/H1) (47/142) (89/163) (104/151) (6/111)
BIAVAT | R=2F4( > 191.0£40.03 | 194.4+38.75 | 190.9+37.88 | 190.0+38.67 25%2L b 18.3 38.7 47.7 3.6
o—)b (603f) (599¢f) (606f3) (606f3l) (26/142) (63/163) (72/151) (4/111)
(mg/dL) |y 5.7 23008 0 % | -368+1631 | -460£17.05 | -6.46+15.96 | 0.52+18.09 HE% (RS FHEEIE)
1L (%) (523f) (5174) (520f) (458#31) £0) 2RI O RREL &)
EDL:! VA | R=ZFA Y 1133£32.30 | 116.3+32.83 | 114.0£32.66 | 113.2£33.29 HHEE AFBEDES -5 1 REE
(7‘1:1/*(;;: (58445 (57445) (582) (573fl) (75541) (2664l)
m s "
& BET72HRE DX | -1.70£26.60 | -3.55£26.37 | -5.97+£24.89 | 3.05+£28.63 15 1 76 B T 2B R TR &) 1.29) 12.4(33)
£ (%) (51441) (51141) (515f31) (456/1)
N B5 17638 B 2 2RI RIFRIED 77 g
HDLa LV R | R—=ZF4 49.2+13.14 | 48.9£12.73 | 49.0£12.62 | 48.0+12.61 ERBTH N — RO 0.069 B
Fua—)b (589f) (57711 (584431) (576f3l) [95% (S HFIX ] [0.03,0.13]
(mg/dL) g 5725085 0 % | 8.68+20.19 | 1013+20.77 | 9.96+20.65 | 2.82+17.42 L
1E%(%) (G18fl) | (515f) | (519f) | (458f) a) MEBILE. UTFOLTADPLIODA R b AHRS NI B2 BRRARIE L1z &
R Y | R=RATA > 150.1£151.96 | 144.0+87.89 | 142.6+82.01 | 146.4£82.81 EFELI.
N DR (6031) (599¢f) (60641) (606f) - BUESUITER % £ S WARE 2 S MBS AR S -5 (RERFIUHEfE A 200mg/dLEL k)
(mg/dL) BET72¥BE T | 1843476 | -19.2+38.52 | -24.8+37.73 | 0.5+44.65 s FA—OREICETOO~QDWTN,2OBED 5ND, NE1DOREEIFED S5h.
DEALR (%) (52241 (5154) (5184l) (45711 ZOREEENS (DHbAlcH6.5%L b QZEMIFIEMEXIZOGTT 05fEA*126mg/

dLBL . @OGTT 1204 EA3200mg/dLEL E)

- FERIRTA SR O G
b) &% (GHA4H1%)

c) EXiIHE, WAl R—2F 1 > OZERIMEE % FHHEHE T 5 CoxhBINGT— K
EFMICKDEH,

d) p<0.0001. 574 HNT7FTO—FIC Xk BLEEAREZHIMME L. LR
T HTRTOBRHRIBH SN Z LICEHZERKEOEHARICE DS, YFMATHR
FKEED _ERRIFTRIS%.

100

%0 T5tRE AHARHET

2RVBE R FAE O RIAFEEE (%)
o
3

0 12 24 72 124 150 176
&8
At risk#g
TSR 266 253 242 182 19 110 93
AFIREHEEH 755 726 709 651 558 535 480
SRS
TSR 2 3 7 20 31 31 33
AHAEHEHR O 1 2 4 8 9 9

1) 2BERRFE £ TORROKaplan-Meier#i# (AFIBOHE RO T T L KB

2EIERIRFEIE & CORER GB) 13, BERLEP» SHEZBRIC K VRS WIRER
RRIEHETET D0 A XY MOREL LD > LIBBSINE XTS5 &35, FIER
i3, OHPSOREHTH D,

#10) HE1768KRICHB T 5 IEFIE. RIRERERE 2RRROERSINE OFlG

~199mg/dL. (3) HbA1c:5.7%~6.4% AHISmgE AHI10mg#E AHI15mghE 75t AR
HMRAAREOREI B 5 A MHEORRED FIRTI, @456 (2586 (25267 (2667
K7) N—RTA{ I ORE1T6HEE TOREOE(LE LER: M 918225 | 942(43 | 97245 | 60.9(162)
FASmgBt | AFIOmgB | AAISmgB | TIuAE AR RFRAED 6-5(16) 3.5010) 280 267(71)
(2454) (2584) (2524 (26641 QBRI 1.6(4) 1.965) 0.0(0) 12.4(33)
R=2F1>D| 1048+21.93 | 109.3+23.88 | 108.5£25.53 | 107.5£22.30 #E% (LB
1 (kg) (2431 (25641 (2481l (260%1) a) (1) ZMRIMEETIZOGTT 05 #A100mg/dLKW. (2) OGTT 1205 4
WE176AMD | 8642113 | 87142438 | 82142342 | 100.9+21.51 140mg/dLAi, (3) HbALCAS.7%KilD > 5074 < £ b2 %l THE
) (142f) (1636) (15161) (111) b) AL R
5 176E 0 | 1642916 | 21121133 | 24421127 | 42+836 BRI SHE &, AHISMERETS5.5% (136/2450). AH 10mghiT65.1% (168/
TR %) (L42) (16361) (15 161) (116 258M) . AA15mgBET63.1% (159/2520) RUT 5 ABT36.5% (97/266f)
— THote ERANEAIAAISMEETIREDL9.6% (48/24501), FHIL3.9% (34/
7T RARBED 132 177 208 245f1), ERS13.5% (33/2450) RURAKEEL0.2% (25/2451). #H110mgtT
ﬁﬁﬁ%ﬁ” [[15.4,-11.1] | [19.8,-15.6] | [-22.9,-18.6] . EEID29.5% (76/25861). TH#123.3% (60/258%1). {#F515.9% (41/258f) KUt
[95% AP H] FARHIE12.4% (32/25801). AAI1SmgBETIRED27.8% (70/2521). FH#I19.0%

FEE LR RHEGIE) . BRZIRDZRTPOE [95%ERXME]. — @k
L

a) BEB. AR ESUGIER, HEAl N—2 T 1 2 OFE, RS LFHTiR RO
HYeHZ3HAAKE U, HEREWNAZRICERE 2 0E L MMRMIC & 0 B,

#8) BE176EIFIZ5% 10%. 15%. 20%31325% L EDIKE A % ZAL L 7o H5E
DG

AHISmghE A1 0mg ¥ AHI15mghE VA AN
(2454) (2584) (252451l) (2664)
5%k 92.3 93.3 95.4 36.9
(131/142) (152/163) (144/151) (41/111)
10%2 E 76.1 84.0 92.1 17.1
(108/142) (137/163) (139/151) (19/111)

(48/25241) . EM13.1% (33/252f1) . {HILAR11.9% (30/25261) KU MEH:
11.5% (29/252f1) TH-o7z. B, TITLARBICB I ZEDL. ™. Eik. HIER
B, BEGE. EHORBE S, 2h2h9.8% (26/266f1). 7.1% (19/2664l).
6.8% (18/266f1). 3.8% (10/266fl1). 2.6% (7/266f1) %1'0.0% (0/266f1) T
Hotz. [5.2. 7.4, 11.1.15H]

1713 7S RR_EEREERER (FIEEFHEZER:I8F-MC-GPHLEER.
jRCT2031200440)
2RIREFRR 26§ 5BMIA127.0kg/m2L_EO#ERE 12612 MRIc, “EER T TAHA
10mg. 15mgXid 75K %A, 72BEE TS Lz (K#110mght:30261 (B4
A:14%1) . A#I15mghE:30361 (HAAN:1461). 75t REE:30761 (HAAN:1360)).
RENE. WTNOHBRBICBVWTHBELIE2.5mgTHREZME L. DB4ER T L
2.5mg ot Uiz, RERIRT. #EEIARED 0 —FHIRR S AEE OB Z
P07z,
FEFHEIEE (co-primary endpoints) T#H2N—RF A ¥ 5572l E TOE
BEELRROBET2HEEF 5% EOFERD %R L - HBEEOEEOVnT IOV



TH, AA1OmgRUAF1S5mgn 7T RicT 2 BBESBIES L (p
<0.001) 19,
RK11) N=2F A1 Vi 5HBET728R E TOERELILR K ORET 2B IC5% L EOKER
DR LI ERE Odl G

AANOmgEE | AAISmgE | TILAR
(30241 (3034) (3074l)
R—=ZF 4 > DIkE (kg) 101.7+£20.84 99.8+20.10 102.1+£22.27
(299f) (301f) (303f)
B 57281 DIEHE kg) 88.5+20.36 84.1+19.51 97.3£22.49
(274451) (25943) (2564)
BE72EEEOMFREELER (%) -13.3+£8.38 -16.0£9.70 -3.5+5.87
(274431) (25943) (256f3l)
7T AR L OB -10.39 -12.49 i
[95% 5 fF X ] [-11.7,-8.9] [-13.8,-11.1]
%L (AT R (%) 82.1 87.6 336
(225/274) (227/259) (86/256)
TS RBEDF v XHD 11.039 14.929 B
[95% 5 fH X ] [7.42,16.39] [9.80,22.71]

SFE IR RE GRIGE) SUSEIG% FEUBE/RHmEIE) . Bz RN 5

DFE [95%EMXE]. -2l

a) BERE. FVMiR . BREBEEFMIER RO AN N—2 T 1~ OFE, BWERLR

IR LT 7 MBS RE FEEORAR. s R ORI 2 I B & U HBRaE RRE IS

Z{RE L7=MMRMIZ & U Eifo

b) a) OXMMRMIZ & D B &7 FEELROTHEZ AV TRAME 2 fistk. B5

B N—=2 T4 »OFE, BAERBLRHCMER U T/ Mk RO, s o R 2

HAEHE T AFIthfEEAVZO VAT ¢ v 7 BRI & 0 HH.

c) AFI10mght & 7T L RBEO B R OAF 1 5meht & 77 L AR O Hkic £ h 2 h il
RKHE25%HHV 5Nz,

FaRIRAHEEE ORERE TRISRY .
#£12) B5723EREC10%. 15%. 20%XI325% L EOIKEEAD %32 L - #BE OFlIE

AHI10mghf AHI15mghE VAT N
(302f) (3034l (30741)
10%51 63.1(173/274) 71.0(184/259) 10.2(26/256)
15%50 - 41.2(113/274) 54.1(140/259) 3.1(8/256)
20%BLE 21.9(60/274) 34.4(89/259) 1.2(3/256)
25%51 I 8.8(24/274) 17.4(45/259) 0.4(1/256)
EE% GEMBIE/FHMmFI%)
#13) IMfE. mMEKROCIEE/ST XA —2 BT 5 FHEEE
HAOmghE | AAIISmglt | 75w AR
(3024) (3034l (3074)
HbAlc ) 8.02£0.83 | 8.07+1.00 | 7.96+0.84
(%) (29141) (293¢3l) (2821l
57280 | 2224100 | -229%1.12 | -0.59+1.04
& (26541) (249%1) (L6541)
S A NeZSA Y 158.23+42.52 | 161.87+50.20 | 157.41 +45.61
(mg/dL) (29081 (2934 (282ffl)
RST2ABOZAL | -50.24244.36 | -53.22444.93 | -9.34+39.89
& (26441) (250¢3) (162f1)
IR E TS 130.6=12.19| 1302£12.23 | 131.3£11.77
(mmHg) (299f) (30141) (303f)
BE72EBOEIL | -6.0£1455 | -7.9+13.25 | -1.2£13.65
& (27441) (259¢f) (256/1)
PEERHA ML N—=254 >~ 80.1£8.14 | 79.8+8.67 79.5+8.39
(mmHg) (2994) (30113l) (30341)
RE72EBOZL | -2.4£867 | -29+9.78 | -02+7.75
& (27441) (259¢f) (256/1)
EaL AT | R—ATA 177.5+43.23 | 170.9+42.01 | 179.3+41.86
y (2864) (28641) (284491)
(mg/dL) E72ER O | -1.33£21.65 | 1.47+23.73 | 3.31£20.73
(%) (272131) (25741) (25541)
LDLa L A7 | R—251> 96.0+35.20 | 92.3+35.23 | 97.9+33.72
o (2864) (2864) (284491)
(mg/dL) E72ER O | 10.57+75.67 | 12.45£48.15 | 10.80%£39.07
(%) (2724) (256 (25541)
HDLI L R 7 | R—251 > 452+12.42 | 4291031 | 43.9+11.42
a—n (2864) (2864) (28449l)
(mg/dL) RE72ER 0L | 8.04+18.96 | 12.78+25.76 | 2.58+18.24
(%) @724) (25741 (2554)
TR R Y S | R—ATA 187.0£143.42 | 182.5+131.03 | 191.4£117.88
Yy R (2864 (286/1) (2844il)
(mg/dL) E572ER 0L | -19.8£36.77 | -21.7£40.79 | 1.0+43.14
(%) @724 (257H1) (2554)

FrofE + R BTG

BIERIRIEIAE. AHI10mghET48.7% (147/302ff) . A#|15mghtT47.2% (143
/3036) RO T ARET27.0% (83/3076l) TH-7z. FREINEMIIAH10mgHE
TIXED17.5% (53/30261) KU THI14.9% (45/3026)) . A#I15Smght TIXED
19.5% (59/303f1). FH#i17.2% (52/303f%1) &UMEH11.2% (34/303%1) TH->
Tzo BB TIEARBIBI 5 TR, BORVIEBHOFKREIGE. 2h2h6.8% (21/
30761). 5.2% (16/30761) %02.6% (8/307f) TH>7zo
MEEES4mg/dLAE QKN . A 10mgRE©3.6% (11/302f). A#15mgT
5.0% (15/303%l) RUO'75EABTL.3% (4/30761) R 5N, EREMMIEIERD
Snihotz. [11.1.12H]
(PEEL_FORAE M IBIRES RITIREIRES)

1714 TS ERNR_EEREBHR (EIEEFHBFER:18F-MC-GPI1HE.
jRCT2031220154)
BMI#*30kg/m2L k. (HA AIZBMI27kg/m2Ll k) T, KEBE (PAP) #ik% £
TERVXFEE RV, PORY VLI FF 7 4 —IC X BHAHIN15/hBl EOFHERELL
o> B ZE A R R B M N IR AR B B 23401 2 0 RIS, “EHEMR N CARORA A&
(10X1&15mg) &7 A%2ME1ME, S2EME FHRE Lz (KRB 11460 (HA
A:3B0) . FTEABE12068] (HARNABD)). ARANZELE2.5mgTHREEZMIE L. ik
4ERZ &£122.5mg T OME Lz, REBHRAR, #BEEREHO 0 —HIRK S
TEB O E HE TIT > 720
FEHMMEE THHR—A 51 > H 6 #5528 F TOAHIZLEIE, FHO TS5+
RITHt T 2BBEARIES Nz (p<0.001)o F7zy R=R 54 V2 S HE552AKE T
DOAHIZLBOMER K20 LBV TH o717,

£14) R—=2F4 vir 6552 TOAHIOE L&

ARAIBE PAAL
(114451) (12041)
N—2F4 > DAHI(/h) 54.3+£30.63 50.9+29.21
(103f1) (956)
5523810 AHI(/h) 25.2+26.11 46.8+31.76
(964) (8251)
B 552A1E D AHIZ{LE (/h) -28.1+22.71 -4.2+23.91
(964) (824
7L RBEE OB -22.5 i
[-28.7,-16.4]

T RS (PR . BRIEIR N RTI0E [95%ERMIKM], 344 L
a) 5B, BN M OREL KEDSL . MR =251 > OAHL BG5BT
RS ORE AR 2 BV E L Bl A8 S 2 058 L 7= MMRMIC & 0 Bt
b) ARKHETHISY

2

ke
B
g 5
£ o]
154
2 0]
A
R
~ 304
X 354
b
< 407 403 9 9%
451 95 91 82
0 20 52
#

®2) R=2FA >h #5520 E TOAHIOEKEL (mITTHE. RN _FFH
[95% S HEX 1)

FABIRFHHEE OFE R %2 TRITRY .
#15) EBIKEFHEHEE ORER

FHiEE ARHIBE A A
(11441) (120f1)
&5 (kg) N=2F74 > 117.0+24.75 112.7+22.98
(112f1) (115f1)
B 552l DAL (%) -18.7+7.71 -1.6£5.73
(974) (8245

PIOfE + RS (P50
BIfEFRBIEI S X, ARIBETS6.1% (64/11401) RUOT T wREET24.2% (29/120
fl) THodtze EaBWERIAFIBETIIEDL23.7% (27/11461). THI21.9% (25/
11440), MEM:17.5% (20/11461) KOMER14.9% (17/1146]) TH-o7z. BB, 7
FEARBICETAED. Tl B, FRORBREEIZ. ThENT7.5% (9/1206]).
5.0% (6/12061). 1.7% (2/12061). 1.7% (2/120f) TH -7z
MFEESAmg/dLAMORMEE X, 7T 2 BET0.8% (1/1206]) B Sh. KARET
ERO 5N, BERIBEZRD Sheh o7z, [5.3-55. 11.1.15H]

1715 FSERHR-EERLBHAR (SBIEEMRHLRRER:I8F-MC-GPI25E.
jRCT2031220155)
BMI#30kg/m2Bl | (HARAIEBMI27kg/m2Bl E) T, PAPHE % Eiirh, »2KY
V0 ) TT T 4 =12 & HAHIA 15/hBL ko FrEfie L o PAZE 1 R AR I S0 e IRORE A B R
#2350 MR, ZEER R CARAORAMAR (101315mg) Xid 771K %8
1El, 52 TG L (RFIBE12060 (HARN7H). 75 2R EE1156 (HAA:
6f)) o AANIHALE2.5mgTHREEBHIE L. DIR4ER T &122.5mg T DR Lz, i)
BT, pERE IRHOH O ) —HIIRK S AESH ORI E HE TIT- 7.
FEFHEEE THHRN— AT 1 V5 R552EMK F TOAHIZLRIZ, AHOT T+
RIS 2BBEEDSREE S N (p<0.001)o Foy X=X T4 V2 5#E5208RE T
DAHIZ{LBOERIIKIDEB D TH 719,



R16) "—=27 1 H HRGS2EIE COAHIOELR 19. BIRSICET BB AR

ANHIBE A A4 —fRHIG TR FILEISF K (Tirzepatide) (JAN)
(1194) (11441) 5 F :C2sH348N1806s
N—2F1 > OAHI(/h) 45.8+22.44 53.1£29.03 7 F EA4sl345
(11341) (9645l 3 \&%ffﬂéﬂ)*ﬁ*'éﬁéo
&gszj@ﬁ@AHl(/h) 16.5+17.67 45.0+29.74 ft?%]&ﬁ YXEGTFTSDY SI&LDKIAQE AFVQWLIAGG PSSGAPPP§
(10541) (83l
#5528 O AHIZ(L R (/h) -20.4+21.78 7.9424.45 HiC_ CHa H OH
(10541) (83f31) h” coum o )%NHz
7Tt R OB -24.4v) y 3
- S
[-30.3,-18.6] s g
THE RS GRMAE) . BEEGR N RT0% [95%EERME] . L a L 2-methylAla Ser-NH,
a) HER. SRR, HuER CREL RELDSL) . R, XR—ZF 1V OAHL, 58 L5 0O H com
MR RO BN 2 BHA R & U, BRSNS 2 (€ L ZzMMRMIC & 0 B, Vs H H
b) RIS HoCd PN oot
10 o A 25 HN CO,H
e « d
g 20
g - NB-{N-(hydrogen icosanedioyl)-
2 v-Glu-bis[iminobis(ethylenoxy)acetyl]}-Lys
A
N 0] S E:FVERF R, & M2V a—RRIEEA ¥ 2D VWA Y RS F R
T 354 (GIP) ZAMKKRTe 7V H T UERTF -1 (GLP-1) 2HMEOT I
A IR 1o 105 ZAMTHY, 2RVIBEHDOT 3/ BIEEIE2-methylAla, CREET
5 2 %2 I FEENESerTHBe E5IT, 1,20-1 T4 > A 1EOGIURU2ME
2 D8-73/-3,6-YAFHA I H VBTHRENS Y > h— %A LC20EE
H3) R—2FA > 55520 E TOAHIORERZL (mITTER, BN _RFE DOLYSIFEA L TWVD. FLENRTF FIZ39ADT I ) BEED 5 2 24K
[95%(EHEX 1) RFPFRTH5,
FERBIRGHEEB O R %2 REIIRT, 20 Hymb\_ta)iis
#17) EHEREHIIEE ORR 20.1 MG R BT, 2~ SCTERRET 22 L. WG LA, BHLANI &,
SEEE AR 75 KB 20.2 HRTEET 55 E1E. 30CEBAL VIR CHMED S H S FTITRE L. 21 HUA
(119f1) (114f1) T B L.
A (kg) NR=2AF1 ¥ 115.8+21.57 115.0%22.77 21. EBRMH
i i . (= n}
(11843 (1133 RIS 2 7 EHEHE 2 KED b, WYICERT S &,
B 552388 DAL (%) -20.1+8.19 -2.5+7.35
(10841) (8541) 22. &
A+ R (PRI (Cy IOy REFE25mg7 74 2)
_ N 0.5mLX2% v k
BERRREI S, AAIBETS6.3% (67/11961) RUTSLART21.9% (25/114 STy _
Bl) Thor. EHBWERIZAMBTEZED20.2% (24/11961). FH19.3% (23/ (B TINTY KRTFESme? 74 2)
L19f) . fER10.9% (13/11961) ROWEARE.2% (11/1196) ThHo7o %&b, (1)25m711x\2:/§& N
TR RBCB I AED, T, F. HIERROREBREE I, 2hZ2h3.5% (4/ (O SJIHL/XZ;J\]\ TiE7.5mg7 T4 R)

11461). 6.1% (7/11441). 4.4% (5/114%1). 0.0% (0/114%l) TH-7.

A ES 4mg/ ALK EIRR OB I ER) 5 N o 7. [5.3-55, 11.1.1 (BYTNDY RETFEI0mg7 74 2)

e 0.5mLX2% v b
(ByTNOY RETE12.5mg7 774 R)
SEiz7Sh ez 0.5mLX2F v b
;I g '1 ’E‘%@E (ByFNDY RETFEI1SMgT 74 R)
. 0.5mLX2% v k
AHNIGIPZAEE KR OGLP-1ZAERKDOT T=A M TH 5, ARIEFBRERERIIBVT
GIPZ AWK UGLP-1ZAEICEMAT 52 £I0 & D AREFM L. 7. IRA#MAO 23. XEYH
GIPZEHIEAT 2 2 £ ICk VIRESORB2IDES 5 2 2T, FERSIFHETR 1) HHRER: FLEF K OBHBE (202269 26 &, CTD2.6.6)
FTEEZ LN, % - i 5 & =
AN C20MMBRM L S T3WOT I BA 5L H~_TF KTHD, WEET LT 2 ?T@iﬁ ‘z.flf)}\ PHBRARE DKM (20225726 HAR
3 ERA LTHREBMPERT 5 2 LI L DIFRA R 5. 3) HPIRR: ST ERITAGE 202441 2H 27 B, CTD2.7.23.7.2.1)
18.2 FIE{EM 4) HPERE: RS HOBE RN L 73 (2022F9H 26 A&F. CTD2.7.1.2.3)
18.2.1 GIPZB{ARU'GLP-1ZBE7 I= X MEE 5) HPER: MBI A AT RA T E Y T 1 &5l L 72 HER (2022459 H 26 H A& R
AANG. in vitro BT B VT, GIPRAERUGLP-1ZAKICHEE L TEHEL. v CTD2.7.1.2.1)
TROZEEKIH LT HMIBACAMPA NS €57 T= 2 MEWEAR L9, 6) AR MIFEERHEE(202249H26H&RE. CTD2.7.2.2.1.1)
18.2.2 (AEHAMER 7) HAER: < 28T 2 23 ER(20224E9H 26 H &R, CTD2.7.2.2.2.3.1)
BEFARENLE < 7 2 CAH 2 RERG LIRS S B L TREAEEZR L 8) Urva S, et al.: Clin. Pharmacokinet. 2021; 60(8): 1049-1059
7219, 9) Urva S, et al.: Clin. Pharmacokinet. 2022; 61(7): 1057-1067

BMIZ27kg/m2LL EOWERE IS LT AHISmg. 10mgXi315mg 4 1[E7 258 10) #PIERL BERESEYBIREART (20244E 12527 HA&®, CTD2.7.2.3.1-2.7.2.3.3)
BURER, 77 AR & il U CRAIB CAERDOBREI RS S IR 11) #PERL RECREESE & O FEMIEE (A HER (I8F-MC-GPGRiER) (20229 H 26 H &

IRAERAEORD LV b RE D572, . CTD2.7.2.2.2.5.1)

18.2.3 BHRORE 12) #AEE: 7 b7 3 7 2 v 2RV BAAHHICN T 5 58 % 57 U 72 55k (I8F-
BB < 7 A 2 RERS UG R, W i L CEEE S EE 2R MC-GPHURER) (20244E12H27H %38, CTD2.7.6.2)
L7:19, &7z, AR, v 7 AORBHENOBFELZE TS, BER Y — 2K 13) #ERE: IERERE MR & LS IHHEMER (I8F-JE-GPHZiER) (20244124
DEE720), 27H7%ZE. CTD2.7.6.9)

18.2.4 BERASEDIRER 14) #ANER: BMIZ27kg/m2bl Lo BE (MRBEEZRL) 25 e L EIIHER
b MEIFE VW zin vitro RERICBWL T, ARlE. YRS D87 Y —EiEkE |k HFIFER (I8F-MC-GPHK#ER) (20244E12 H27H &3, CTD2.7.6.10)
g, BIHFBOMBNANORD ALK ORI EZ(EE L7220, £/, REHRERE *15) HLANEER: BMIAZ27kg/m2Bl Lo BE (BRFERE2RL) 2R & LSIHEER
Gl ZSxt U T AEBIRZICARR 285 LR, TAVF—HBBROEHEER FF R (I8F-MC-GPHK#ER. #%5.176385) (202645 A 18 H &7, CTD2.7.6.2)
PVEIEREE B L TR E D 57220, 16) #PMEE: 2BBERE 2 A 2BMIA27kg/m2Bl LD BE 2 itg & U SITEE

*18.2.5 4 VAU VR [FlEtER (ISF-MC-GPHLEER) (20244E1 2 H27H &R, CTD2.7.6.11)
2RISR TR 2 G LR 2801 2 2 VEZEOKIETH 2 MED *17) FEPIRORE: BZE I B AR G AR R RO RR o 2 R & U - SETIIAH [E B3 34 Rl 5l Bk (I8F-MC-
N=Z2F4 U PEOE(LRII ST REHB L THEMLA2) (REATF—Y). GPI1#8#) (202655 H 18H &, CTD2.7.6.2)
*18) *PIRA}: 21 e A 5 R R 3 2 PR & U 7 S5 T [ R 3 ) sk Bk (I8F-MC-

GPI2#E#) (202655 H 18H#&. CTD2.7.6.3)
19) #HNERL FLE8F FOEERER (20224F9H26 H &, CTD2.6.2)
20) #NERE FLE8F RO (2024F12H27HA%FE. CTD2.6.2)
x21) Heise T, et al.: Lancet Diabetes Endocrinol. 2022; 10: 418-429
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AT PR EESTH15285

26.2 BR5ET
M7 7 — 2Rt
AR RN 3-2-10

®R:BHmEE
ZEP-1001(R6)



