Lz,

*2023%7H4ET (5E5HR)

iR BB RES
529235?;’2351;%;?;? S EGIP/GLP-1 SEAEBIR 87 2499
7 &E2~8CT -
AR 245 FILEINF KRR
=i L85 2y ®
7}71’0 2.5mg PTZZ
1 SRt )= ®
VIIPO P T AR
1 ST )= ®
VJ-JVD 7.5mg PTZZ
1 ST 3P == ®
VJ-JVD 1069772-2
1 o ®
VJ-JVD 12.5n;g 77—2—2
-y T P == ®
VJ.-JVD 1549772-}
Mounjaro® Subcutaneous Injection ATEOS®
LIES . 2.5mg Smg 7.5mg 10mg 12.5mg 15mg
MTTERRIE ) TKERES | 30400AMX00420 |30400AMX00421 | 30400AMX00422 | 30400AMX00423 | 30400AMX00424 | 30400AMX 00425
¥ ER-EMEONAFBCIVERTAIE [IREEE 2023454 20235F6H
Shake 7
2. B2 (ROBECIHESLENT &) 3@%;5?[;%%
2.1 AAIDRS 3 LBBIEE BRI D & 5 B KR
2.2 BRI 7Y F—3 A, RS IR SRS e, 15 5. MRERIIFRICEHET BiFR
WRBEOBRE (12 R 2 BEIC X 22 2R NBEE AHOHEAIE. &6 5 LOBRREROEATH 5 REHE, &
HHDT, FAIZRETRE TR, B E T o 7 ECHRAAR A LIBE IR ZET 52
2.3 EEBAE. FHEORA0HE (422 VHAIC LS L.
MEEEANEE N2 0T AFOBELES 20, e

e AANOBEIES 7500, ] P —

3. 4R - MR BWHE. BAIIE, FILERF RELUTGAIESmgZ MR HE &
31 4R L. FEST 2. 72720, ELIE2.5mgh 5 MG L. 4EmR
— - 574, B1ESmMgIc##T 2.

e ARG HRIAY KB, BEOREICS U CHEMRS 5. #1E5mg THER
VYYyuBRE 1Fv b +auBaiE. SERL EOMBT2omgT MR TE B, 172
2.5mg7 AR | FAERF F2.5mg L. ARABIGAIEISmgE TET 5,

";;;‘;_ijf ﬁg‘\;’%ﬁm 7. BARUERBCEET 3338
e ‘ & 7.0 AAGAERSG T 5EATH Y, F—REICREGS T3,
VoUruBRE 1FV R )UEKESF ) LUK 0.7mg 7.2 BEEENLHAR. KERSE TOMBA3EM (7280)
7.5mgT A A | FNESF RT.5mg sk bU YA 4lmg DETHNE, KROVEBEETEBICRES L, 20BEHLH L
v VryuE FE|  1¥v i |ER R OEDEBHICKRET 52 &, WEBSE TORA3IHEM™ (72
10mg7 74 A |FL/8F Flomg KREF P UV A R B RETHNSIREET. ROHSH LoED RIS
2y YrufRE| 1Fv b THIE, &b, BIEKSOBA*EET 2BEN B 5561,
12.5mg7 74 X |F L35 F12.5mg RIER 54 5407 < & &3HM (7288) M ERBEZ%13 5
v YrHETFE| 1%y b . e ‘
15mg77‘7TZ FLBISF ]‘151’Hg 7.3 BEBBESEOHKBFICLVIBEEIB LN VWEE TITRE X
3.2 WADER WHOEM*EET 5T &,
: : 7.4 KRR 512 & 5 RIKGEHAEERDFRD SN TVLSED,
RBEL MY ba— LB T, FEBRDICHER L. AFIORER
fR7e 4 2 AR - AIFE | pH | (EERIER DREEEEEICHITT 52 &, [9.88]
I3 B 1)
o 3 8. EEREARWER
zgéiiiif 8.1 FHNZA VAV v ORBETIIE WV, KEIDZSITEEL TIX.
e : BEOA YA VIREFRIEZ R L, B50OME 2 HBT 5
¥ ¥V y U Lo 4R VAKIEREDBE T, 1 > AV ¥ 5GLP-1% 4
SMETTAA | 5 vk 4 8t fF o AR EBRICY DB, AMLEIER OERRE, 7Y -2 2
NYVTBERE S L) Y VR PHHL L FEHI A RS Sh TV,
75mgTIAR PEABC | o o P 8.2 #1579 HHAICIE. MEE, REZEMNICHREL., BFOME
wyYymETRE ML E s al ] EHEPD, 3~4n ABEKE L THRFRT A EHEICE, L0
10mg7 77 A 1—ﬁ/ay§¢éﬁﬁﬁﬁ)' B EEZONDIEBENOEELERBT 5T &
S G PA ) 8.3 AT HHIEMAITH D . AR IS & RREA 5T 5 A
12.5mg7 7+ & ﬁf@éﬁgémﬂffﬁ@ﬂféﬂﬁurﬁzm BRSSO ML 1
s NN 21T H9bZ &, Az
Vlg”“_’ﬂ‘f 8.4 KAIDMEIC 7 > Tid. BEICH L. MR 2 0%t
mg7 T A A

WHFEIZOWTHRHET AT & [9.1.3. 11.1.15H]
8.5 RIMEZLI T EAHAHDT, EFFE. BEHEDEESIC



MELTVWA2BHIIBRETHLEIERETSII L, [11.1.1&
H]

8.6 ARV RIT 52 LD 50T, SUMAOMMER (I8
M2 RS R 2 L WIERE) Sh Sbhzgaik. EREH
L. ERPICEMOZK 2R T 5 L EH TSI &, [9.1.2,
11.1.22H]

8.7 BERENKE L 258, SUERROTREEEZZEE L. BHEIC
B U THEBRAESIC LI FRBEL2ERT 24 L, HEICHET
52 &, [9.1.2, 11.1.22H]

8.8 Al S Hiz. FRREEDEROEELZER L. BESRD
SNHEICE, HMEE2Z2 T 5L 5HEET L&, [15.28
He]

8.9 BEOMEFERI N A SNIHEIR, RO IIHRESHIEZ
EET D L. BEMBEKROBody Mass Index (BMI) 2%
23kg/m2RiH D BE TCORFOBEMER OREEIIREFTE AT
Wiz, [9.82R]

8.10 JHA%E. MHFEZR. MHEXUIEN S >HWHEHES KA T S5
ZNDH DT, BREOEIERDS A5 NTHEITIX. BEIC
J& U CHIGHESFICL P RABELERT 54 L, BYIOHET
52 &, [11.1.32H]

8.11 AT Y Fu— OB LV, HRIE MO JEE
L GEENH5bNBENHBHOT, HETHI &, [9.14
S

8.12 ™I, BHA»SBKERFE L. BUEBREICELIBEIAYH
DT, BEORBICERIT S &,

SA3IMERTAASNAEBEITIIBEORERZ T DICBEL, B
HWHRO S NIIGEIILEY LB ETS 2 Lo [17.1.288]

814 KK DBEEESFIIH /> T, BHFITTRBE K% £
L7zt BEEHOHEICRETESZL2MRLLLET. EiiO
BIEEOL LEWMT HI &, £o. BEORERLERFFEICD
WTHREZHIET 52 &, S TOBEURHHAS 2 LT HD
LHEHET B &,

8.15 AH| & DPP-4[HEAIZ LT h & GLP-1 R B E K UGIPZ AR
Zr Uz IpERRE SERZE LT\ 5. mAlZ0HH Lo ERR
BRI < AR UREHIEIHESh TV,

9. BEDERZFIIEEICHTI IR

9.1 SHIE - BIEEEDH D EE

9.1.1 EEBTEMEZNEENSBEENDHZEE
FRZEEDI <. BEBREOERPEILT 2BZNDH 5,

9.1.2 BERDBIEEDH B EE
[8.6. 8.7, 11.1.2&H8]

9.1.3 (RMBEEEC T HZNHHIUTDEENTIREE
R ERABEEAR S T BIBHEER S
« REARRIREE, JUEIRE. REIZBHER, AFENEOR
BT EFFIRRE
< L WA ALES)
< EBEDO 7L — )LIEE
[8.4. 11.1.1%M]

9.1.4 IESEVERRIGHIRE. MIRAENIZE. SINESEEET DI
IEERERRRIREZESH T 2EBENECNSDEEREDH 5 EE
[8.11%0]

9.5 1Fi%

TR SUTIEIR L TV B AT D B 5 I IR 2 R/ 583, 1
YA VBRI RERT A &,
EFEEERBRICBVT, BIES Y MIAFIZRE LBE.
BIREAABTE MIBRE L EEOAEDBEBES THSHE
(BRERHE TOCnaxtiRIcB W T0.7465. AUCHEICHB W
T0.451%) T. BEBEE (BRFE. NBHESE) »PRHoh
2o TN DOFRISHEYOEHERDORMERMEEDKEZ D
LD TH-o72,

9.6 1F7LIR
WELEOERERURBARBEOEREZERB L. B OB
FikEBET 2 &, KFOE FHFHAOBRITIIARHETH 5,

9.7 INRZE
INEZEENRE LA ROREE2IEEE Uz BERRABRIEE
L TRV,

9.8 SEE
FELED., BEOREZBE L 2P oHBEIREIHZ L, —
MICHEFBESET L TWD I EAZ W, [7.4. 8.92H]

10. #8E{FA
10.2 HAEER HAISERIBZ L)

HHzE HRRAEIR - 1EE R W - fERT
PR 7 52 KIS DO FBUIER T | MR TER RS
CU7FARRER |5, BICALEZ |5,
ANAZNTLTHE |V LT AL #EEA
e BV O SV VS B IV S IS 8798 i 3- 1 B4
IR FE I RIIVE: 5Py
a-Z7Vayy—Y¥lH | HT 254, RO
EAl YR NEMT 28%
FTIIVIVREA bbb, ChooH
DPP-4fHE#] AlEBtHT 254, K
FZIN; MDY 27 28
SGLT2MHEHIE b7, N5 DA
[11.1.1201] DWEEHET S &,
FRCBET S BICR GBI | AF O BNED L E
[16.728] BB T T | EEAICK S,
2 REOE RO R %
HWESE2BENNDH
%o
7Y v REH| GLP-1Z &R L | A OB NEWHEHE
TLTPIA)IL | OBRAICEDTLT 7 | IEERICK 5.
[16.7208] Y Y DtmaxHIEBLE L 72
EDOHMENHD., TF
tFF RTHIM%EMES
INREM»@ME SN T
Wb,
11. 8IfER

WROBWERADRH 6bNBZENHBHDT, BELZTFIITV., B
EDRDSNIFHICIBRELAFIET 22 EBYRNEBEZITH Z
Eo

1.1 EXGEHER

11.1.1 EIYE (BEEERNEH)
EMERER (RO SEORERK. . HEEE. #12%. &
B, . oF0, BR. AEREES) PHbobhdZ&hd
Bo Fite A VAU VBIFIRIZZAILAZILY LT H & OB RERC
EELBEMBEERSSD 5 bhEBERZRIFABFREShA T
%o
BMBEERD DO SNBEE. BEZ2ECARZEINT 2L
WY RMBEZITH &, 1277, a-ZVay ¥y —YHEERHED
R P25 52 &, [8.4. 8.5, 9.1.3, 10.2.
17.1.1-17.1.438&]

11.1.2 2R (0.1%KH)
MM % S BRI 23 L WIEREZ O BEFRD 5 NiZE/ITIE.
AElOBEZRIEL, WULMBZTO &, o, BRED
ENEAR. BREIRITbEVWT &, [8.6. 8.7, 9.1.28H]

11.1.3 IBER BEEAH). IEERXR (0.1%FKH). B+S5 >iftE
B (BHEREH)
[8.102 ]

1114 7FT745FY—. MEBEETE (W91 HEEREH)



11.2 ZOfthDEIER

#1) MEERFILENRF FOEMHHE T X —5

BIfEF SR 5%2L E 1~ 5%k i 19K
TEERER DB )
R i FE A
®
HitEs BD. TEM. T ESREE. BR| 85

WL (ER. BERE. | B R R
HIEARR. 8| B

Eitden tmax t1/2 Crax AUC(0-168) CL/F V/F
(%0 (h)ED (h)2) (ng/mL) | (ng*h/mL) (L/h) (L)
5mg 24.63 146 835 94800 0.0528 11.1
(N=7) | (8.00-48.00) | (121-269)%3 (23) (16)%E9 (16)E4 (51)%3)
10mg 23.57 121 1730 197000 0.0507 9.47
(N=10) | (8.00-72.00) | (104-156)%4 (46) (36) (36) (48)H4)
15mg 24.08 122 2370 288000 0.0502 9.43
(N=9) (8.00-47.50) | (103-148)4) 21) (21) (22)5) (19)EH

R
JiFREE Jibatnd
i3 8 PR A EE
TESHERAL TESHER AL IS (FL
B E DR,
IR, TR
PR BHEE (B2, F
B T O EMK
L)
BRI W7o —tH

m. VoS- Y
ol fAERAD

Z DAt W55

F) DEBOBEMARFIICA S NIBEICZBEOREZ HTICBEL.
REPROSNHAICITED L NEZITS 2 &,

14. BALDER
14.1 FZRBESWMOER
FEABROBHEYIIRES 2N &, BROEGBLFED P50
LEMERT D Lo
14.2 FHIGSHOIER

R ESHE. B, KBRS BRBEERICIT S o F CEMIOH T
9554, BEHERTHHEMEZELET 5 & BIRNEKTHIA
PIZEE LanZ &

15. ZDDFEE

15.1 BRRERICE D < B3R
BN OEINHERE7HE (511941) 12BWT. HEMHED
SR BE 25025610 > 5. HFLF IILEISF RHEA51.1% (2570
F) 12, WEHGIPXIZHEEGLP-1ICM 2325k 3Zh 2
Nn33.9% (170561) KU'14.2% (7166]) ICHBE L. FLE
INF R OGIPZEEIEGLP-1Z BARANDOTEELI R 3 2 HflH
RIZZNFN1.9% (9441) KU2.1% (10741) IZFR L7z,

15.2 FEERARERERICE D < IEHR
S v b 2RV 2FEMPARERBICB W T, KAIZ0.15.
0.50% U'1.5mg/kgDHR (FhZFnmAEBKHERARL e M
BETIEES LZBOAUCDO0.12. 0.36 K U'1.02EDAUCE b 72
59 HE) CHAMETFHREL-EZ A, SEREkEL T, B
RIRCHIIEE (REROE) OREHEEOEMATRTOME
THOHENIz. TasH2 b SV AV 2w 7w A2 W65 A/
PAFERBICBWT, RElZ1, 3KXV10mg/kgD H&E THE2
B REE L&A, BRIECHBROBERD 5 W IXIES O
AESEREICHEINZERD S NE 572D, BRBEHBEOREDDH 5
BE K UHRIEE#RE X 2R NS RIEERE2R O RKERED &
BEEIINT HAB ORI L TRV, [8.88H]

16. EYENEE
16.1 MOGEE

A A 2B R B 20 Bl AAISmg. 10mg X 15mg & BIER TS (Wi hoH
BICBLTHEIE2.5mg TG £ MIA L. LRI/ S & 122.5mgd ) Lk
% 3REERSHOBMBEE M L 7o AR EHE 55 0 tmax D HRAE K248
B B (1/2) 1BKI5~6HTH Y\ CradkOAUC (0-168) ORFAITHIEI A R
HBIRIC L 7. [8.35 1]

MBI/ S T X — & RO AE P RS % Bl R ISR T,

CL/E:RPID T VT T A, V/FRAP T OSHER
ATSPIE (B 1R 5%)

1) ARl (HEE)

H2) AAPE (HEE)

*3) N=5
*¥4) N=6
#5) N=7

3000 7

® 32EBRES
v REEKE
& ERRS

FILE/SF Fomg (N=T)
FILE/SF F10mg (N=10)
FILE/$F F15mg (N=9)

2500

2000 7

1500 -

1000 -

500

s F )L/ $F FiREE (ng/mL)

0 -

0 24 48 72 96 120 144 168
H5 & ()

X1) BHARA2BIBEFRIREE QMR F L SF NIgEE (FHE-HE8E(RE)
BAR A 2B R B L LOICARFISmg 2B 1 Bl R G Liz & &, EYHHLIST X —5
3F20EBDTH-723,

#2) %510 HKROBEEIC B 3 MHEFFILE/)SF FOEMBL/ S A —5

= Z’RQJ tmax t12 Chmax AUC[()—I(]E‘, CL/F V./F
1
BER | pn | PE O e | (ng/mL) | -l | (L/h) | (@)
48.00 364 | 48800
1EH 1 Bewnm | (20) (16) ) .

5mg

48.00 127 838 | 104000 | 0.029 | 5.27

8EIE 1 (2383-4800) | (112-144) | (22) (19) (21) (15)

CL/E:RPI D7) 7T v A, V/FRPTOGHEER
RITIME GRTZEB)R%%)

E6) HRfE (i)

E7) BFITEfE ()

16.2 TRIN
TR ASAGN3 DD R 21 G0 (ER. EREAR R OKREER) ICAHISmg % Bilm B
THRE L& &, BEREIIHT 5 LBE R KBRS TDAUC (0-0) DR/
BFIEEOE [90%FMXME] &, 0.99 [0.97,1.01] K10.95 [0.94,0.97] T
Btz EAT—%)o EEBRA20BIIARASmg % BEIRE FHRE L7z & & ot
NAFTRAFEY) T 4 OHEEEIZ80%TH - 725 HHEANT—%).

16.3 9%
AANIEICMEET VT I LA (JREE:99.06%) 59,

16.4 1\
FHIORBREE L. — 2y >80 B0 RILERRIC L 5T F FEIEOSHE. C200E
RAREER Y D B BRILIR VT I KD ETH %o

16.5 HEittt
AAIIRB S WEIRPROEEF ISR E N 2 RE(UFIG R R OEEHITIZERD
Shigip 727,

16.6 HEDERZRTDRE

16.6.1 BiLEEBEERE
BHREIERWERE (eGFRZ90mL/min/1.73m?) 144, BEEHERERE (eGFR:
60~89mL/min/1.73m?) 8, HhEEEMAEMEEE (eGFR:30~59mL/min/
1.73m?) 8fjl. EEBMERERE (eGFR<30mL/min/1.73m?) 7HIXkOFKIHEE
BEE 3» AL EMBENT 220 T0»5) 8FIICAHISmg % HER TS Lz itBRIc
BT, BREEFEBERE ICNT 28, hEE, EEBRERERERORIBRER
BEORADAUC (0-«) DER/NZFEFATIIEOL [90%FEHXMH] &, theh
1.05 [0.86,1.27]. 1.29 [1.07,1.56]. 1.03 [0.84,1.27] K%Uf1.16 [0.96,1.40] T
Hotce Floy CraxDB/NZFRMATIIEOL [90%EHXM] &, £hEhl.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] T#»H -
7289 GHEAT—%).

16.6.2 FHkAEREEE

R REIE W BRE 130, BEITFMAEREREE (Child-Pugh/38HA) 6ffl. SR
HERREEE (Child-Pugh%3#HB) 6fl. EEFRAEREERE (Child-Pughs3¥C) 761
IAAISMg % AR RS U7-iBRIC B W T, FFEREERHERE (O3 21, S
T U EERFHRERE BE OFRIDAUC (0-0) DRNFAMFIIEDL [90%FHX
] &, #hZzh1.08 [0.88,1.32], 0.96 [0.79,1.17] *%1*0.85 [0.70,1.04] T
Hotce Tl CoaxDB/DNZFRFATIMEOL [90%EHXM] &, £h2h0.92
[0.73,1.16], 1.00 [0.80,1.25] &%1*0.97 [0.78,1.21] TH -7 UEAT—%).

16.6.3 S

EPSL O B RRER 1 93kER & 013 5 172580201 (HAAL086f) %R E Ui BRI




MBI OFRR. 65K E65R LOBEDOEMBREOMICA S LEVIREDS
NenboEHEES N1,

16.7 ZMHEEIER
AEEREMBEEIETE b7 I 7 2 0 200 L2 EMEEERRB O R 2 K312
ARSI (AEAT—%). [10.2. 18.2.62H]

#£3) KA EROBEEITE N7 I 7 2 v EMH L EHEEERRBEOMSER

PERZRICHT T B
Al | AH

CiiiES woE | s % E:maxbt /}UCI:I: tmj,xﬁ(hr)
[fEREXE) [fEHEX ] [fEHEX )

17.1.2 B A RENR_EEREEHAR (EIMBEMHER)
BH - EIRETIRE T > b O — VAR +53 7% HAR A 2800 PRI 6 364 & SR IC &
ERBE 2TV, ZEEMR N TAASME. 10mg. 15mgXiET 257 LF K
0.75mg#z 1M, S52:EMBE Lz (RAISmghE: 15961, AA10mghE: 158641, A
15mg#: 16061, 725 7 VF FE:1S596]) . AFIZ. WIFhoRARICBVLTHELRE
2.5mg TG EMIAE L. DBAAR T E122.5mg O Lz,
AHISmg. 10mgXix15mgD52@MFE I XV EEFHEEE TH SHbAlcHN—
ATA U H 5% E5%52BE TCORLRICBEL T, FRADOVWThOHBTET 1771
F RO.75mglzxtd 2 @S HEE S 7z (p<0.001) 19,

#£2) HbAIcOR—=R T A1 > h 65528 E TOE{LE

TR I AH] 2 BEl# S

AR BT SETES)
0.45 0.78 450
VIlFARYE
Jhiriie 2525 110400511 | 0.71,0.84] | [1.50,5.00]
Smg | R 0.41 #10) 423
IFZMIMNGIA-D 24/24 ) 0.79 :

[0.36,0.47] [0.73,0.85] [1.50,6.50]

2BUBERRIR R (A 2R L AR RS

1.10 1.11 0.00
1R | 91 [0.83,1.45] | [0.88,1.39] | [-1.00,1.00]

0->ms 1.15 1.09 0.17
4EIR |9/ [0.87,1.52] | [0.87,1.37] | [-1.00,1.00]

FE RT3 0.50 0.75 1.00
ES 1EA | 8/ [0.37,0.66] | [0.59,0.95] | [0.00,2.25]

E11) 5mg

lgt amE | 611 0.92 1.05 0.83
[18.2.65H] [0.67,1.26] | [0.82,1.36] | [-1.00,2.00]

10mg 0.64 1.04 1.00
wy |4EIE | 1L/ [0.49,0.83] | [0.84,1.29] | [0.00,2.00]

15mg 0.60 1.07 1.00
wy | 4EH | 10711 [0.46,0.79] | [0.86,1.33] | [1.00,2.00]

BIECAHN % 55/ AR 5

AUCHRRILBEIRIZAUC (0-0)s 7E M7 I/ 72 VIFAUC (0dast)

Crnaxlt R CAUCH: 75 RBEIC KT 2 AR O e/ N S fa SEHEO M

tmaxZE: 77 L REHIN S B AHIBE O hREDZE

(EHEX AR TR IT90% R, 71 M7 3 7 = VId95% EHEX

W8) JIIFAF A—10.25mg (EINAKRAKFE), TF=ILITAFTFI4—)10.035mg

B9) IV AF A — h DIEHERB

#10) Fi%e21/21

1) 7R N7 I 7 2 vid, RRIER S 24K 5% K O AR A 46 B 5 24K % 10 7%
Hani:

¥12) AHIS, 5. 10, 10mgDEICHE ] [E#5

#13) AHIS, 5. 10, 15mgEIC:HE 1 E# S

17. BRERRRAE

17.1 BENERUTRLEICET B5ER

17.1.1 BEE TS ERANBR_EERLEHR (FINEEFLERR)
B OEHRETIE D > b O — VAR A53 72 2B PRIE BB AT 8 & S RIC IR 2 8]
DT EFV, ZEER T TAAISME. 10mg. 15mgXiE 75w ARZE1E, 40
#e5 U7z (KRAISmghE: 12140 (HAAN:2361). AH10mghe: 12161 (HAAN:2260).
AANSmgBE: 12161 (HARAN:2360) . 752 RBELLISH (HARAN2LH)). AHIE. W
FThOHBICBWTHBELIE2.5mgTHREEMIAL. D%4ER T E122.5mgd >
L7,
AHISmg. 10mgXix15mgD40EMEEG 1 &k 0. FEFHEEE TdH HHbAlcHON—
AT V58 EHRAGEE TORLRICEL T, FEAOVThORBETE IR
w9 HERESEES N (p<0.001) 13,

#1) HbAIcOR—=2F A ¥ 554088 TOE(LE

HbA1c(%) AHI5Smg AHI10mg AHI15mg TR
Nez5qyuy| 797084 | 7.88£077 | 7.88+1.03 | 8.08+0.80
(121) (118) (116) (112)
#EHAEET | -1.87£0.09 | -1.89+0.10 | -2.07%0.10 | 0.04%0.11
DELRE) (108) (105) (92) (70)
ﬁffﬁi) -1.91 -1.93 -2.11 i
Ossemimxpy | 21871631 | 2210165 | [-239-183]

E1) P EREREE GERIR)
2) NS HAEEERRE (EGIE0) . MMRMIC & 5 HEEfE
1E3) J/NF P, MMRMIC & 2 #EEfE

NR=2A54 v o#HE5%I0GBE TOREOELR (B/N_FPIyLAZHFE) 3, K
AISmght ¢-7.0£0.52kg (R—ZF A > O £ 1F8EFZE:87.0£21.2kg) . AHI10mg
BT-7.84£0.53kg (R—2F A ¥ O +Ei#{F7%:85.7+18.9kg) . AHI15mghtT-
9.5+0.54kg (R—RZF A ¥ Oy + fFHE(RF%:85.9+18.5kg) . FI L ARBT-0.7+
0.57kg (R—ZF 4 > O +1HH¥ER2:84.4+20.1kg) TH o720
BRI HE SN T, MEES4mg/dLARHO KX, 75 RBETL/1156]
(0.9%) LS Nz, BIEFRFEBAE X, AHISmgRET33.9% (41/12141). AH
10mgh¥T46.3% (56/12141). AA15mghiT41.3% (50/12161) RUOT 5L REET
23.5% (27/11561) TH-o7zo EHBIWERAIEAASMgH TIEEDL0.7% (13/121
Bl). AH1OmghETIZEDN12.4% (15/12161) RO THI11.6% (14/12141). 7AHl
15SmgBETIEEDL7.4% (21/12161) KRUTFH#I10.7% (13/12161) THo7z. B,
KA TRD SNAELBERICOVT, 75 RBETIREDLS.2% (6/11561) RV
THI5.2% (6/11561) TH-7z. [11.1.15H]

o F157NVF R
HbA1c(%) AHISmg ZAHI10mg ARAI15mg 0.75mg

Nez5 gy | 817088 8.20+0.86 8.20+0.89 | 8.15+0.86

7 (158) (156) (159) (159)
BE®528E T | -237+0.07 | -255+0.07 | -2.82+0.07 | -1.29+0.07
DE(LRED (142) (135) (134) (138)
a;fi%;fjt)m) -1.09 -1.27 -1.53 )
[05%(EE ] [[1.27,-090] | [-1.45-1.08] | [-1.71,-1.35]

=]

F4) P IEEREE GEGIE)

¥5) BN Fer g (EAIE) . MMRMIC & 2 #EE(E

6) H/h Ty, MMRMIC & 3 #EE(HE
RN=AT4 Y POREHR2EETOREOLLE (R/N_FTPHYLEHERE) 3, K
HISmg#ET-5.8+0.41kg (R—R T 1 > O iEHE[FZ%:78.6+16.4kg) . AH|10mg
BT-8.5+£0.42kg (R—RA T A ¥ O L iFHEFZE:79.1 £13.7kg) . AHI15mghfC-
10.7£0.41kg (R—ZF A > OFP +iFHERZ2:78.9+14.3kg). T 27 7L F FEET-
0.5+0.41kg (N—2Z 51 > DOFH +{EHER%:76.5+13.2kg) Th -7
ERER MU LS S NS, MBE#ES4mg/dLAT O M. AHKI15mg# T2/16061
(1.3%) #mEs Nz, BIEFARIEE L, AFSmghE52.8% (84/15941). #H|
10mg#T51.9% (82/15861). AAI15mghET60.6% (97/160f1) KRU'T 25 7 NLF
RBET37.1% (59/15961) TH -tz EHREINERIEARISMEH TIAEMH13.8% (22/
15961) . ARKEEE13.8% (22/15961), ED11.9% (19/15961) KU THI10.1% (16
/15961) . AHI10mgH TI3EDN19.6% (31/158f1). {#H16.5% (26/158f1) KRUE
BRIR12.0% (19/158f) . AHI15mghETldAEMBEIR21.3% (34/160f%]). ED
19.4% (31/160f1) ROMEMH11.9% (19/160fl) Thoriz. HH. AHIFETRED LN
FELEWERICOWT, T2 7L F REECIRERS.8% (14/15941). BiD6.9% (11
/15961) . FH#13.8% (6/15961). &fkHE4.4% (7/1596]) TH-7z. [11.1.15
i)
F72. IWHEHAILE A 9OMmMHgL R A D=2 5 1 > % 520mmHgl EOE T2 D &
NIHBREOEEE. ARISMEBETIX1.9% (3/15941) . AAI10mghETIE3.2% (5/
15861) . AH#I15mghET1£5.0% (8/16061) THV. 7257 ILF FO.75mghTIX3R
Honerolz. [8.135H]

17.1.3 HAREER/,A VAU Y EOHA. TS ERNHRTESREERR CEIEER

HEHER)

EREA 2 A OBMERE SRR A > 2AY X MRV I Y EDOMABETIED >
b O — VA7) 72 2RI PRI B E AT 5B & MR IR E D F1F 270, ZHEHERT
TAHISmg. 10mg. 15mg¥id~7 It RE@LE, 40JEREEMZES Lz (AHISmgh:
11661 (AARA:1961) . ARA10mgEE: 11961 (HAA: 2141, A#15mghé: 1206 (H
ARA2080). 75 REE12068] (HARAN2260)). AL, WTFhOHRICBLTHHE
1E2.5mg THEZMIA L. DI%4MER T &122.5mg g DR Lz,

AHISmg. 10mgXix15mgD40ARHEG 1 XV EEFHEEE TH SHbAlcDON—
254 Yo HERIGAETOELBICELT, AHOVWThORRBTH 75 RIC
xt9 BEBESHEES N7z (p<0.001) 19,

#3) HbAICONR—R T A »» 5% 54008/ & TOR(LE

HbAlc(%) AHISmg AHI10mg AHI15mg TSR
un | 829%088 | 834x082 | 822%085 | 839%0.83
S = ~ 17)

NoATA (115) (113) (117) (118)
#EHAOEET | 2232008 | -259+0.08 | -2.59£0.08 | -0.93£0.08
DEALEEY (105) (105) 97) (i
i'ﬁfffi) -1.30 -1.66 -1.65 )
ossofamxry | C1S2L07) | F188-143] | [-188-1.43]

E7) Py iREREE (ERIED)
E8) RN LR (EAIE) . MMRMIC & 2 #EE(E
19) F/hZF Py, MMRMIC & 5 2 fE

RNR=RAF74 P 5#5%A0EE TOREOLELE (RN _FPHEEHEHE) 3, A
AlSmg#fT-6.2+0.58kg. AHI10mght ¢-8.2+0.58kg. AHI15mghtT-10.9+
0.59g. It ARBETL7+0.57kgTH > 70

EER I X, AH10mgBET2/11961 (1.7%). AFI15mgB<1/12061 (0.8%) #
HENTz. MAEES4mg/ LRI IEE X, AHISmgBET18/11661 (15.5%). AH
10mghET23/11961 (19.3%). AHI15mghET17/12061 (14.2%). 7L AEETIS
/12061 (12.5%) &S nhiz. BUERAFEBBAREIL, AHISmghET37.1% (43/11661).
AHI0mgAET38.7% (46/1196). AHI15mghET52.5% (63/12061) KT FEHR
BT14.2% (17/1206) TH-o7o EaBIERIEARSMmgE ¢I3ED12.9% (15/
11661 KO THI10.3% (12/11661). AFI10mgh TIiZEDL17.6% (21/11961) KO
BREER12.6% (15/11961) . ARAI15mgi TIIED17.5% (21/12061). THI116.7%
(20/120f) . FRRIEER14.2% (17/12061) KOWER:12.5% (15/12061) TH -7z,
BB, ARETRDSNLELEWERHICOWT, 75 RBETIETHIL.2% (5/120
) BROBMREGEL7% (2/12061) THO. BD, ROEHIERD S hah o7,
[11.1.128]



17.1.4 FFERRE (528H) TLMHER GFIREEAFR)
FRCIMRE RS TR0 BOMEE TINRE T > b 1 — U ASAR+453 7 HA A 2BURE R G B 44341
X RICEERE D 13 2TV, AFISmg. 10mgXik15mgZE1E, Ok T~
WHH] (AVAZLTLTAL €F7F A RREH, a-7Vayy—LHEA. 77
V)Y VRERL HHEL VA A WMEERIZSGLT2HER OWT AA) 12528
fEM# S Uz (RAISmghE: 14861, AHI10mghE: 14761, AFI15mght:14861) . A&
#iE, LWERORRICE VLT HE1E2.5mg TR M L. LS4ER S & 122.5mg
FTOME L7z, RBOERETRITRT 0,

#£4) HbAlcONR—2 51 ¥ h 6 #5528 TOZLRE

. BEHS2AE TOL(LEED
HbAlc(%) N—=2F 4 Vi)
ARAISmg AAI10mg ARAI15mg
_ 8.69+1.05 -2.74+0.13 -2.95+0.13 -3.29+0.14
ANEZNT L TR (127) “@2) @1 38)
. S 8.44%£0.96 -2.59+0.20 -3.02+0.19 -3.03+£0.22
CU7 A RRIEH 62) (19) 19) 16)
8.55+1.31 -2.31+£0.22 -2.94+0.22 -3.00+0.23
R 38— IR
a-7hayy-CHEL (64) (18) (16) (14)
N 8.37+1.08 -2.53+0.14 -2.93+£0.14 -2.76+0.14
SAPDNER:3
FTII YV REH ©1) (19) (18) 20)
HEHEIA VA ¥ 8.83+1.23 -2.66+0.24 -3.32+£0.24 -3.23+£0.24
TR (62) (18) (20) (18)
8.30%£0.82 -2.31+0.19 -2.76x0.19 -2.66+0.19
£
SGLT2HEHI ©63) @1) 20) (19)

1E10) P+ ERERZE (GEGIE)

L) BN AR (EGIE) . MMRMIC & 2 HfE5E#E
R=254 VP 5#HE5H52BF TOREOE(LE (B/NFFH) 3. AHISmght.
AHLOmgBE R OAF 1SmgBDNEIC. RV A=L 7 L7 HIGHHT-3.8. -6.5KU-
8.5kg. E77FA FREHIGHT-4.4. -11.2K-13.6kg. a-7 L3y ¥ —EHER
BEHT-3.7. -8.9%V-8.0kg, F7 VY IV REHIGAT-2.1. -6.4%-11.2kg. &
WEIA > 2 A UEERIBR T-4.2, -6.5K%1-9.7kg. SGLT-2fHEHHM T-4.3, -
6.4%V-11.6kgTdH > 70
EREEMEIRHE ST, MEES4mg/ dLRBOEIEE . AFSmght /1480
(0.7%) (VA=) L7 HIGHR) . AHI10mghET1/1476 (0.7%) (GEZHEIA > 2
U S IMREAEAIGER) . AHI1SmgRET3/148%1 (2.0%) (WEFhb 2K LT H]
PHH) S s hic. BIERISEBUEEIE. AHISmgRi43.2% (64/148(1). AHI10mght
T52.4% (77/147H1) KUAKA1SmghT63.5% (94/148f) TH > 7. FEIER
EAAISmgRE TIEED8.8% (13/148f) . HHL7.4% (11/14861) KU RAKBET.4%
(11/14861) . AHI1OmgHTIIED12.9% (19/147H1). {F12.2% (18/14761).
THI10.9% (16/14761) KROERKEE10.2% (15/1474l). AHI15mght T I3 EDL
25.7% (38/148f). {EM14.2% (21/148%1). BHBE12.2% (18/148%l). NEMH:
9.5% (14/148%1) ROV TFHi8.1% (12/148f) TH -7z [11.1.15H]

18. ESHEIE

18.1 {ERR
KANIGIPRAAKROGLP-1ZAEDOT7 T=ZA M TH Y. MZAEIHE L TOERLY
BHTET. V- APWERENICA > 2 Ul EESE 5. AHIZC00EMERRI
WEECGIMEOT I ) BPSBBRTFRTHY. NEKET LT IV EFBELTHEK
HFHAAERT 5 C L IC K VIERDEST 5.

18.2 FEIEEA
b N TOFENENEROFEIE, FiLT2HE2RE, TNTHAISmgD#E 1 [E2858
H (ARWERZ &) K IREZROEBREICB L TThhi.

18.2.1 GIPEB{ARUGLP-1ZESA7 I= X MEKE
AENE. in vitro REEICB VT, GIPRAEROGLP-1ZBKICHEE L TEEEL, »
FThOZEHIIH L THRMNCAMP NS ¥ 27 T= 2 MEWZR L7,

18.2.2 M¥ERE TER
QEURERRR B E (CARR 2 B U7 /R 2RI R MBS K OV B MBEEIR 7T R & B L
TERLE® BHEAT—%).

18.2.3 I I—RGEMA VAU V53
TUARVT v NHEROBEERES % F\Wizin vitro RERICBWT. AFNE VT -2
RIEHEA > 2D R EE L7210, Ty b EAWzin vivo BIRNZ L 3 — 2 &R
BICBWT, RANEZ L T — RRIFEEA > 2D V3R L7217,
2RIBERIR B SRR 25 LR, BIRN 7L 3 — ZA28EABOA VA Y OF
I (L a—AB5EEB» 5853 %) RUE2MH (VLI —A#%5205%5 51205
#%) ORWHEEIE, T REHBELTHEMLLS WEAT—%),

18.2.4 ZIWhI V5
QRIBERIFEE SRR 2B E LR, BRIV TV BERURBO VA TV iE
EOAUC (RHEBO~4KRH) X7 REHBLTETRLAZS BEAT—%),

18.25 A VAU VRS
QRIBERIRBE AR 25 LR, 2804 YA VERZHOEETH 2 MED
N=Z254 U PEDNELBRII ST REHBE L THEMLAY (REATF—Y).

18.2.6 BASHHHEE
2RI BE B VT, AFISmgll 2B ELABRERS LER, 7273
7z YOMPBETTT 7 1) (CnaxXU'AUC) %IEEE L7 BNEHHEEEOET
BROOENTz, BNBHEEEOETIAERSRICRLEETHY . SEBORER
ETHFE L2 HEAT—%). [16.758]

19. B CRET B IEERHXIR
—fRHIG TR FILEISF K (Tirzepatide) (JAN]
53 ¥ :CazsH34sN4sOss
4 T §:4813.45
i3 REABOHERTH 2.

ME—p.
fes i YXEGTFTSDY SIXLDKIAQK AFVQWLIAGG PSSGAPPPS

HsC CHs H OH
>< > NH,
H,N COH H,N

X s©
2,13 39
2-methylAla Ser-NH,
O H

COoH

COH

H H
N N H
9]
0 HoN
2
K
20

NS-{N-(hydrogen icosanedioyl)-
v-Glu-bis[iminobis(ethylenoxy)acetyl]}-Lys
B FVENRF Rid, & M7V a—RRIEEA A V3R ) RS F R
(GIP) RBER U b TV ATUHARTF -1 (GLP-1) ZBEOT T
ZAMTHY, 2RFI3FHOT I/ BBF%EE I 2-methylAla, CKU#E 7
INMEEN/SertH b, &5, 1,20-1 T4 A HEOGIUK U 2E
D8-7 I -36-TAF VAT Y VHETHRENSY VA —% /L T20%FH
DLYSIZIEE LT WD, FILEISF RIZ3MEDT I ) BEED 572 58
RTPFRTH 5,

20. RV EDEFR

20.1 HfEEET, 2~8CTEARFET B2 & W LB FHLAZVI L,

20.2 ZRTHRET 2HE1E, 30CEBA L VWEFITHMEL» SIS TITREL. 21HBA
AT S &

21. EERSRM
EG Y %7 BEAEEREO L. WYCEET 5 L.

22. G

(R I vORTE2.5mg7FFR)
0.5mLX2% v b

(R Iy ORTESMEZ T4 R)
0.5mLXx2% v b

(R I v ORTE7.5mg7 574 R)
0.5mLX2% v b

(R IvORTEIOMET T4 R)
0.5mLX2% v bk

(XY Y+ O TE12.5mg7 T4 R)
0.5mLXx2% v b

(RYIvORTEISMEZ THR)
0.5mLX2% v b

23. EBR

1) #NER: FLE8F FOFBMERER(2022F9H 26 H%FE. CTD2.6.6)

2) tNER: HAABBERBEZTOEYHE (2022F9H26 H %
CTD2.7.2.2.2.1.2)

Furihata K, et al.: Diabetes Obes Metab. 2022; 24: 239-246

HENERE B GEAIOR B 2 5T L 7-5BR (20224F9 26 H&FE. CTD2.7.1.2.3)
HNER: NN F T RS T T ¢ 2 FE U 72 5KER (202289 H 26 HA&RE.
CTD2.7.1.2.1)

HENEORE: MAEEAREE (202249HA26H&. CTD2.7.2.2.1.1)

HNERE: v 2N T v ARER(202299H26H&RE. CTD2.7.2.2.2.3.1)

Urva S, et al.: Clin Pharmacokinet. 2021; 60: 1049-1059

Urva S, et al.: Clin Pharmacokinet. 2022; 61: 1057-1067

TR BRI B RRAENT (20224F9H26H &R, CTD2.7.2.3~2.7.2.3.7.8)
HPERL: RS & 0 EYAHEE (A B (GPGRER) (20228926 H &R
CTD2.7.2.2.2.5.1)

Urva S, et al.: Diabetes Obes Metab. 2020; 22(10): 1886-1891

Rosenstock J, et al.: Lancet. 2021; 398: 143-155

Inagaki N, et al.: Lancet Diabetes Endocrinol. 2022; 10(9): 623-633

Dahl D, et al.: JAMA. 2022; 327(6): 534-545

Kadowaki T, et al.: Lancet Diabetes Endocrinol. 2022; 10(9): 634-644
HENERE: FILE8F R OREMEER(202299H26H&RE. CTD2.6.2)

Heise T, et al.: Lancet Diabetes Endocrinol. 2022; 10: 418-429
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25. {RERfGFT EDER
FHHEERTH 20, BEHBHEERELI07S CFRISHEIAOHN) IcEIE,
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26. HERTTFREF
26.1 SHERRSETT
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