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Mounjaro® Subcutaneous Injection ATEOS®
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2. 22 (ROBEICIFBS LBV E)
2.1 AFIOBSICT UBEEEO BRERED b 5 B

2.2 BERBRMES b T Y =Y A, BRRESE IR ERE, 18
BRROBE [ 22 VAN L 5EP P RIGHPUAL
%BDT, REIZBREGTNET,]

2.3 EEBGVE. FHEORAOHE [4 R VAN LS
MEEHEAPEETNEDT, KHORSITHES 20, ]

3. #8AK - &R
3.1 #Amk
HR7E4 BRIGY NI
v Iy U NE 1%+
2.5mg7 A X |FLEIF R2.5mg
A 41N 1% hep
5mg7 7 AR |FINE/INF F5mg
TYYVruRNE LRy MR ) UBKES N ALK 0.7mg
7.5mg7 T A R |FILENRF R7.5mg|tE(kF ~ YL 4.1mg
T Vv OETE|  1Fv b | R
10mg7 74 A |FLE/5F FlomgKEEF P U YA #EE
v Yy UK ME 1%y b
12.5mg7 7% A |FLE/8F F12.5mg
wYYY U TE 1Fy b
15mg7 74 A |FLE/$F F15mg
3.2 HEIDMEIR
BEE
HR7E4H JERE R - BE | pH |(EEEER
I B 1)
<YV YU RE
2.5mg7 T A A
v Yy uE TR
smg7 T A A W B A
5 A e e
B A ANAR IR IR - P
75mg7 FAR |EABIL v 510
N ; L LBAXE DT | ~ #1
v ¥vyuaE | bLarE R EYE 2|75
10mg7 54 |F—¥ 3 v # I '
o o | 9 2R (ST
2>V rag R mEEY I 8457)
12.5mg7 7 A
vy Yy uE NE
15mg7 77 A

4. FEEX IR
2BINERRTR

5. MEEXIFHRICEHET T
FAIOHERIE, & 55 CORRREROBEARTH 5 BHFE, &
BREZ T o 1 ECHIRPAT DB EICROEET 5 C
Eo

6. AiENURE
B, RAICIE. FLERF e UTELESmg % i &
U, EREHT 2. 72720, B1E2.5mgHh 5B L. 4B
B U7zt%, BAlESmgIcHEET 5,
B, BEOREBIIS U CEERERYT 54°. BE1ES5mg THRER
+aaEaE. SRR EOMKRT2.5mg e DB TE S, 272
L. RARARIGELLEISmgE TET %,

7. BiERUHEEICEET 5FE

7.1 KFNGEIEHRE T 2HHTH 0. A—BHICRESES T &,

7.2 B 52 ENZEAE RERS E TOMBA3IHE (728H)
DETHNE, EOWHETEB IS L. 20RIEH5H, L
OEDBHICKET S &, REKSFE TORA3HM (72
) RiETHNITEREET. ROHS P LOHED-BAICERS
TAHIE, 2B, BIEBEEORHEZEET 20BN H H5EE.
AIEIRS» 5072 < EH3AM (728M) D EEEZZETF 2
k.

7.3 BEREZFORFICKDEARENIBE SN VEE TIIRE XX
WHEOERZEZET 52 &,

7.4 REREIC L 2ABRKENZAERDIRDOSNTVS 10,
M > ba— L2 Tl FEHDICOERL. AFIOHEE
OREZEBICHNTT S L, [9.851]

8. EEREARWER

8.1 AANIA > A Y ORBETIIH V. AFOEFRESIZTEL TIE.
BEOA VR VMKTFREZHERAL, BEORE 2T 52
Lo A VA VIREIREBOBRE T, 1 VA U 5GLP-1%2A14
EFRICTI VB X, SREBIMEROCERRET b7 F—Y 2
PHEBEULEFSRESh TV,

8.2 %59 AGHICIE. MFE. REZEHNICHREL. EHOWR
EHENID. 3~4» ABBRE L CHEISATDEBEITIE. &
T EEZ ONDIBBENOEEZEETH L,

8.3 AANIFHFUERFITH D . KA L5 ORI FHET 2 Al HE
BhA-0. MEEOEELEIERTH. BWERRBEROMEIC
DWTHSEET S L. [16.15H]

8.4 AFIDOMERICH 7z > Tld. BEIIXH L. RIMFEHER K O Z DXt
WHFEIZOWTHRHET AT & [9.1.3. 11.1.15H]

8.5 KIMMEZHE T ENHHDT. BFfEE. HEHOEISEC



RELTVWAIBREIIKRETSAELZIRERT AL, [11.1.12
]

8.6 AMMRNIHIT A LA HHDT. AEEAOMEEER (B
M2 S RN AE L WERES) Pdobhiigaik. %G
IEL, EHPPICEMOZKZZ IS5 LTS L, [9.1.2,
11.1.2%08]

8.7 BIGRENFHE L /25E. BHBROWREEZEZE L. LEIC
JECTESRESICL2RRBEZZET S 4L, HHEICHET
52 &, [9.1.2. 11.1.2208]

8.8 KA S HIZ, FREEHEOEMROEELIERL. BENFRD
LNGEICIE. BMEZZ2T5L5EET S L, [15.28
1]

8.9 BEDMKERD A 6 NIHE L. AROEE T EHIEE
EET D L. BEMBEKROBody Mass Index (BMI) 2%
23kg/m2RiH D BE TCORFOBEMER OREEIIREFTE AT
Wiz, [9.82H]

8. 10 JEAYE. fHEA, HERNIIET > >~ HHEEESFEIET S B
FNDHAHDOT. BREOHEIBERA A S NIZHZHEITIE. BEIC
JECTEBREZICLIFERBEEZEZEET S22 E. #YITHET
52 &, [11.1.3208]

8. 11 &Mz > bu— L OWE IV, FERRNEBE O FEE
EXIEEIHSDONBEIENHHDOT, EETHZE, [9.14
28]

8.12 ™. IEHEASFKZHRFE L. [UBEREICELIBEANH
20T, BEORBIERT S &,

SA3IMEETAASNIBEAICREZORESZ S ICHEEL. B
HARD SNZEEIIEY B ETS 2 &, [17.1.280E]

8N4 KK OBECESICH > T, BEICHDEHEINE 2 £
Lzt BEEHOHMRERIIKRETESHZE2HA L LT, BHiD
EEEEDYL EEMTHI ., T BEORERFEEHIEICO
WTIREZHMIET 52 &, RAShTWAERGHAES 20T 5
KHEET B L.

BASARKIFLENSF F2EELTWBDED, ¥y TN ’E
OFNENRF FEFHA LA LZWI &,

8.16 A& & DPP-4fHEAIZ VTN D GLP-1 2B N OGIPZAA
ENU-MBERETERZE L TW5, W20 L BOBEKRR
BRAUEIE 2 < . BHERUREBIIERSNTVEVL,

9. HENERZB I HEEICEHT I EE

9.1 GIHIE - IEFEEDHDEE

9.1.1 EEBFEHEZNEEDNBHEENSHDEE
BBREEOERIELT 2BZNFH 5,

9.1.2 EERDBIHEEDSH B EE
[8.6. 8.7. 11.1.2&8]

9.1.3 EMEEIRR T B ZNHHBIUTDEEXRIFIRE
o R EAFEREAR 2 LIS AER 2
 REABRRE. HEIRE. AHAIZAEEN, AFEEREOARN
EXIIETFIRRE
« BL WA RS
< EBEDO T IV — )LIEE
[8.4. 11.1.1%1]

9.1.4 IETENERIRHAIRIE. MERTREDDEIE. 2B EET 5
BB RARE ZBH I 2 BERE NS DEIEFREDSH 2 EE
[8.11%#]

9.1.5 IEERFMDBEMEXRE 1 LI ADEHED H S EE
BHEZELA LV IRAZREITEENN DS, [11.1.581]

x+9.1.6 BRI 3RV EE TDESE
GLP-1Z B8 3 XX GIP/GLP-1Z Ak kg3 2 5D B
FHIZBOVT, MATOHBIERZETLIZICH2PDST . 25K
B AZTRVEE N CRRIED A U ERIPSRE ST 5, KX
BNAPHEBEER S V. BNEAMEE ) A/ PEESBZHh
NH3. [18.2.6=]

9.4 LIEEEER I HE
TR HA[REED H B MEICIE. RERESH R OBRRES%]L »
HRIZBWEHITE T 20 N OSE Y] 2B iR IO W TEHiHT 5
Z &, [9.520H]

*

*

9.5 1FiF
R UTIER L T WA REE D & 2 LM ICIZRF 2 587, 1
VA VBRI RERT A &,
EEFAEBERBICBV T, TIBES v MIARIZRS LGEA.
BREAHEBTE MRS L EEDAEORBEEZ THSHE
(FERBERAHAB TOCnaxERICB W T0.74(%. AUCHERIZB W
T0.251%) <. REREE (BRHE. NEFESE) PRDHoN
Tz ThoOFFRIZBEY OEHEEDEE KR MAEDOKEZ >
HDTH-7-D, [9.48H]
9.6 FH.IR
R LEOERERVOCBIARBEOAERE2EZR L. BIALOME
FIEERETT AT &, & NEBARABITT A2 LD 5. AREIF
Bi2kse FOWAFTORANOEERIRHATH %, [16.3.28
]
9.7 INR
NREENRE LIBERUR2E2IIE L U7 RIS
ML TV,
9.8 &
HRELED., BEOREZ2BE Lo oEHEICRST S E, —
MRICAEBESMBETLTWVWAZ EAZWL, [7.4. 8.98H]

10. #8EEHA
10.2 HAZER HAIERTSI L)

HH%E HRRAEIR - 1B AR W - fEERT
PRI 2 KIS DO FIIIER T | MR NER AR S
CU7FARRER | BT, BICALEZ |5,
ZNAZNTLTHE | LT AL #EEA
be S BV O SV VS B IV S IS 8798 3= 134
IR A A B B
a-Z7LVvayy—Y¥lH | HT 254, KD
EHl YR NEMT 58 %
FTIIVIUREA bbb, ChoDH
DPP-4fRE#] AEBtHT 2584, K
A A V| MDY 27 28
SGLT2MHEAIE b7, INh5 DA
[11.1.120E] DWEEHFT S &,
E{mpLIed BICR GBI | AF O BNEY P E
[16.728] W HOE CIIORT | EERICK S,
LR BT REDOR R %
HWESE2BENNDH
%o
BEBOBROEA D | GLP-12AREERE | K70 BNEMHHIE
#l) OHRAICEDTLT 7 | IEERICEK 5,
EQNZ X - Y Y Dtmax DB L 72
TVTFIVAVIL | EDHRENH D,
(¥t F F)THIML
% FE S INREE AN AR &5
EhTws, HERD
RDEEA R OA & OF
Rd 2541 BED
REEZEHEICBRT S
P

11. EIWEA

WROBWERADRH 6bNBZENHBHDT, BELZTFIUTV., B
EORDONIGHICIBRELAFILT 22 EBYRNEZITH Z
Eo
11.1 EXIRENER
11.1.1 {EIIYE (BEEEARNEH)

EMERER (R SEORERK. . HEEE. #1%. &
B, JHE. o0, BR. EREES) Pdbobhdlehd
Bo Fitw A VAU VBIFIRIZ AL ALY L TR & OB REC
EELEMBERSS 5 bhBEBEERZRIFADBFRESh T
5o

EMBEERD DO SNBEE. BEZ2E5CAMZEINT 2L
WY RMBEZITHZ &, 12770, a-ZVay ¥y —¥HEERED
HHBE T P25 52 &, [8.4. 8.5, 9.1.3, 10.2.
17.1.1-17.1.428]

11.1.2 2R (0.1%KH)

MM % LS BRI 2 L WIERZ O BEFRD 5 NZEA I,



FEIOKRSZ2HIEL. BYRRBEZITD Lo iz, BREBHE
Sh-HEIR, BRERITbRWI &, [8.6. 8.7, 9.1.28H]
11.1.3 BB&ER (BHEARH). BBER (0.1%A1). BE+S >itE

B (HEARH)
[8.102 ]
MNA1ATFT45Fy—, MEWFE (WITHHHERH)
1MA5 VDR (BHERER)
[GHEZETA VI AZERIITBLINDIH5H. GEOEW. B
i, Fifed 2108, BHEORENRO s hiHaIci3iks%
kU, B RLEZITS 2 &, [9.1.521]
11.2 Z0fthDEIERA

BIfER 5% 1 ~ 5%k 1%
TEER AR ViR € DIIEUN
AR IME I AR
*
Hbes EL. BH. T EEEE. R | 85
HIEAR. B8k | B
BIR
JFREE FEARE
AR b PRI R E
TEFHTAL TSR AL RS (L
B Z D ER.
e, ERS)
TR BEUE (R,
B, TOEMK
B%)
TR RERE, BE
i PR 7 I5—YH
. VIS — Y
ol fAERD
ZDAth W

F) DEBOEMARFIICA S NAHEICIBEOREZ HTICBEL.
REPRD SNIZBEIEY LB Z1TD T &,

14. BALDFR
14.1 FZRIEESWMOER
FEABROBHEXIIRES 2N &, BROEELFEN P50
LRMERT D &
14.2 EHIgSHOIER

FERESHE. IR, KBRER S BBEERICIT S o F UEM O T
9554, BEHEHTHHEMZEET S & BIRNEKTTHIA
ARG LanZ &,

15. ZD{DER

15.1 BRRERICED < &R
BN OSEIEREE7RE (511941) 12B W T, REMHEDS
FHERTRE 225025610 5> &, FLF L EISF RHEA51.1% (2570
F) 12, WEHGIPXIZHEEGLP-1IMd 2325k 32 h 2
N33.9% (170561) K'14.2% (716%]) ICHEBE L. FLE
I3F R OGIPZEEIIGLP-1Z BAOE LIS T 5 HhflfiAk
WBZENZENL9% 94]) KU2.1% (10741) 12FHIR L7,

15.2 JEERFREAERICE D < 158
WD v+ ERW2EEPARERBEICHB VT, RFH[%£0.15.
0.50K% U'1.5mg/kg DR (FhFnmAEKHERARL L M
BETIEES LZBOAUCDO0.12. 0.36 X U'1.025DAUCE b 72
H5THE) TCH2EIETHRGLZEZA, MEHEHKLT, H
WRERCHIRIEE (BRMER OE) OREFBEOEMAST X TOHE
THHENIz. TasH2 S Vv AV 2w 7w A2 HW-65 A/
BARERBICB VT, KFZ1. 3% 10mg/kgnFRTHE2
EE RS L&A, BRIECHBROBIERD 5 W IXIES O H
AESEREICHEINZERD S NE 572D, BRBEHBEOREDDH 5
BE K ORI B RS X 2R NS IEERE 2T O KGR D &
BEEIINT AAFORSMIZFEL LTV RV, [8.88H]

16. EWENRE

16.1 MEE
EAx A 28U RE R B 29011 A AISmg. 10mgXid15mg & @ 1B S5 (WIhoHH
RICBLTHEIE2.5mg THGZFMHA L. DIBAER & 122.5mg T D #E) Liz&
&\ 32EEHRSHOEMBRE LTI L 7zo AHI32E BB EHR O tmax D FREIEHI 248E
. B (t2) BKMS5~6HTH Y. CraxUAUC (0-168) DREMFIIEIIAE R
HBIRIcsEim L7z, [8.35:H]
EMBRE ST A — 5 ROMBEFRERER £ LT IORT2,

#1) MIERFILEIF R OEMBRE S5 X —5

BE58 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)E3 |  (23) (16)E) | (16)EH | (51)E3)
10mg 23.57 121 1730 197000 | 0.0507 9.47
(N=10) | (8.00-72.00) | (104-156)%4 |  (46) (36) (36) (48)E4
15mg 24.08 122 2370 288000 | 0.0502 9.43
(N=9) | (8.00-47.50) | (103-148)4 | ~ (21) (1) (22)E5) | (19)E4

CL/E:RDPI DTV T T v A, V/FRPTOGHEERE
RAEME GRTZEBR%%)

L) ArRfE (HEE)

E2) MFITEfE (#)

*3) N=5

*#4) N=6

*5) N=7

3000 7 ® EERS
v 2EE#RS

¢ 2EERS

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

2500 7

2000 7

1500 -

1000 -

500

MR FI)LE/RF FEE (ng/mL)

0 4

48 72 96
HE5%EER (hr)

1) BHARAN2BIBEFRIREE QMR F L SF NIgE (FHE-HEMEEE)
BARN2BE R EE L LHICARAISmg 2B 1 AR FRE L& &, EYBHEIST X -5
BR20EBYVTH 7123,

#2) %510 KRO8EEIC B B MHEFFILE/)SF FOEMBRL/ S5 A —5

Nl tmax t1/2 Cmax | AUCp168 | CL/F | V/F
1
et #5 e (h)E6 | (h)®D | (ng/mL) | (g-hml) | (L/h) (L)
48.00 364 48800
1EH 1 (398720 ) (20) (16) . B
Smg

SEH 11 48.00 127 838 104000 | 0.029 5.27

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

CL/ERPTDO7VT IV A,

P (R B (5 5%)

16) HRfE (FEF)

7)) EETEE (EEE)

16.2 ORI
BRI ASAGNC3 D DR 2B G (EE8. LB % OKBRER) 1CARAISmg % BAlE
THRE L& &, FEHREIONT 5 LB R OKRBER S TDOAUC (0-0) DR/
HAFEHHEO [90%FEHXM] 1. 0.99 [0.97,1.01] %00.95 [0.94,0.97] T
Ho7d BHEANT—%). BERA06ICAHISmg % BE K R#5 L7 & & DRt
NAFTRATEY T 1 OHEEIE80% TH - 725 UHEAT—%).

16.3 376

16.3.1 EE/KS
AANIEICMEET LT I > &S (EAHR99.06%) 50,

16.3.2 Bitth~D#AT
AR OB Z ] LI ARRS Mg %2 BEKE TG Lz & &, 3Tt PicF LEs
F B E N, FITHRE#REIZ4.6~7.2ng/mLTH > 7z, [9.65H]

16.4 X
RAIDORBRER L. — M2y VT HORIARIEIC L BT F REEOSHE. C200E
FHEEER S O B IL R O'7 I RIKARTH 5,

16.5 HEitt
AANIRB S hFICRPROBERICHRES NS, REMEFIZRPROEEFICIERD
SN o727,

16.6 JHEDERZFIDEE

16.6.1 BikEEEEEE
BHEEIE R WERE (eGFRZ90mL/min/1.73m?2) 14%], BEEHAERERE (eGFR:
60~89mL/min/1.73m?) 8. EEEHEMREFLE (eGFR:30~59mL/min/
1.73m2) 8fl, EEFMARERE (eGFR<30mL/min/1.73m2) 7% OKMEZE
BEE Gy AN EMBGER 22 TW5) 8HlICARISmg % BEfE 5 L2 ikkic
BT, BREERRKSREIOTT2BE, hEE, EETREREEERURHEERE
BEOEFDAUC (0-0) DRN_FEMFHMEOL [90%BFEHEXMH] 3. Thzh
1.05 [0.86,1.27]. 1.29 [1.07,1.56]. 1.03 [0.84,1.27] K U'1.16 [0.96,1.40] T

Vo/F 22 D3RR



Hotco Ty ConaxD BN _REMPHMEOL [90%FHEXM] &, ThEhl.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
RO HEFHEREREDOAFADAUC (0-0) OR/PDZFEFFHMEOL [90%FEHX
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
EINF Ol KRR 1 9B & V15517258026 (HARA108661) %R & Ui RREFEE
PIBNRERRIT ORER . 65MAM 65U EOBEOEYHEOMICKE HEVIFED S
nzwbOEHEES 10,

16.7 E¥EE(ER
AFEROMEEE 72 b7 2 7 2 V20 LB EERARBOMSRZR3IC
RTIID PEAF—%). [10.2. 18.2.688]

£3) RHERBEEE T T I 7 2 20 LB EERRBOSR

w8 | PERZEICT 58
R | pon | gy | PR Crmaxlt AUCH timax 2 ()
USR] | [EERE | (e
TRERRR A I A A % B E 5
AR BT SEES)
0.45 0.78 450
LILK i
SRRy 2525 110400511 | 0.71,0.84] | [1.50,5.00]
Smg | 0 0.41 0.79%10 423
T 2424 1 1036,047] | [0.73.0.85) | [1.50,6.50]
DRI | A & 3 B R AR
110 L1l 0.00
LEE 9T 0 g3145) | [0.88,1.391 | [-1.00,1.00]
0-5mg 1.15 1.09 0.17
ARR ML 0871521 | 087,137 | 1.00,1.00]
7 r73 0.50 0.75 1.00
e EE 81 037066) | 059,095 | [0.00,2.25]
. Smg
1g#D mE | o/ 0.92 1.05 0.83
[18.2.658] 0.67,1.26] | [0.82,1.36] | [-1.00,2.00]
10mg 0.64 1.04 1.00
iy | HEE LI 6 400831 | 0.84,1.29] | [0.00,2.00]
15mg 0.60 1.07 1.00
iy [AER IO p 0701 | 086,133 | [1.00,2.00]
AT OF 45 -/ AR R 5. 1

AUCHEMEIEZIIAUC (0.0)s TE T I/ 72 2IdAUC (0ast)

CrmaxlE R UAUCH: 77 £ REHIHN S 2 AHIBEO RN s FafE0

tmaxZ: 77 L REHIN S 2 AHIBE O hREDZE

EEXHEAREERIZ0%EEXME. 7X b7 I 7 x I395%(EHX

E8) ST AF A—10.25mg (EINAKRAR), LF=)VLZ T T4 —)L0.035mg

H9) J T AF A — b OEARH

E10) BI%:21/21

ELLD) 7R M7 I 7 22, RERIERG 24K R K OARAAE H 5 24 R R 1
Gani:

#12) AAIS. 5. 10, 10mgOIEICE] [EH% 5

H13) AAIS. 5. 10, 15mgaliiciE] [k 5

17. BRPRAHE

17.1 BNMENRURLEICET B5HER

17.1.1 BEE TS ERANBRTEERLEHR (FINEEFLRRR)
BE - EEFE TN T Vb O — VAR5 R 2RISR B E AT 80 & G R R
DT &FV. ZEER T TAASME. 10mg. 15mgid 75t RzHE1E. 4088
#e5 U7z (KRAISmghE: 12140 (HAAN:2361). AH10mghe: 12161 (HAN:2261).
ARENSmgBE: 12161 (HARAN:2361) . 75 RBELLISH (HARA2LH)). AHIE, W
ThOHBICBWTHELIE2.5mgTHREEMIAL. D%4ER T E122.5mgd >
L7z
AHISmg. 10mgXix15mgD40EEHKGIc & . FEFHEEE T HHbAlcON—
254 P HEE5HRI0GEE TOELBICEHLT, AFOVWTIhORBRTH /S5 ERIC
Y HEREAEE S N (p<0.001) 13,

#1) HbAIcOR—=2F A »» 545408 TOLR(LE

HbAlc(%) AHI5Smg AHI10mg AHI15mg TR
Nez5qyuy| 797084 | 7.88£077 | 7.88+1.03 | 8.08+0.80
i (121) (118) (116) (112)
#EHAEAET | -1.87£0.09 | -1.89+0.10 | -2.07%0.10 | 0.04%0.11
DB (108) (105) (92) (70)
gjiﬁfﬁij@ -1.91 -1.93 -2.11 i
i -2.18,-1. -2.21,-1. -2.39,-1.
st | 1803 | o3l | [2:39-183)

L) SE IR GEFIR)
1£2) BN AR (EFIE) . MMRMIC & 22
#3) B/hZFPH. MMRMIC & 3 #EE(E

R=2F4 v oHE5HA0EE TOREOELE (R RPHHIEHERE) k. K
HISmghT-7.0£0.52kg (N—2F 1 > D44+ {HH#{F2:87.0+21.2kg) . AH#I10mg
BT-7.8+0.53kg (R—R T 1 > OV +1E%EfF:85.7+18.9kg) . AH|15mghiT-
9.5+0.54kg (N—RF A v OPH+1EH#F#:85.9+18.5kg). 77 RBT-0.7+
0.57kg (R—=RF 1 ¥ DFH L 15EHER%:84.4220.1kg) TH o7z
BIEROEIEE SN T, MEES4mg/dLAHMOELEEX. 75 RBETL/1156
(0.9%) M SNrz. BEFARBBE L. AAISmgBET33.9% (41/12141). AH
10mg#T46.3% (56/12141). A#I15mghT41.3% (50/12141) RUOT 5L RET
23.5% (27/11561) TH-7zo EBWERIIAFSmgh TIEEN10.7% (13/121
Bl). AHI1OmgRETIZED12.4% (15/12161) RO THILL.6% (14/12141), AH
15mgBTIREO17.4% (21/12161) ROTFH10.7% (13/12161) THo7%z. AB.
FHIBETED S W EA2RBHERICOVT, 7 RBETIIEDLS.2% (6/11561) KU
THI5.2% (6/11561) TH-7z. [11.1.15H]

17.1.2 BEERENR_EERLEAR INBEMHER)
AE - EBFE T T Y O — U257 AR A 2BURE IR B 6360 % 1t 51 ik
TERE D270, ZHEEHR T TAFISME, 10mg. 15mgRE7T 257 ILF K
0.75mg#E 1M, S2EMSE Uz (RFISmgRE: 15961, AAI10mghé: 15861, A
15mg#:1606l. 725 7L F FEE:1596]) . AAIE, WThoHRICBWVLTHELE
2.5mgTREERMB L. UBAEART &12.5mgd DR L.
AHISmg. 10mgXid15mgDS2:AMBKEGIC & 0 EEFHEE TH HHbAlcHOR—
254 Y oREH52AE TOEMBRIIELT. AROVWTFhORBTHT 157
F RO.75mglcxtd 2 @A HRE S 7z (p<0.001) 19,

#£2) HbAICOR—RF A »H 55528 E TOE{LE

0 F257VF R
HbAlc(%) AHISmg A#I10mg AFHI15mg 0.75mg

N5y | &17X088 | 820086 | 820089 | 8.15+0.86

(158) (156) (159) (159)
BE%52EF T | -237+0.07 | -255£0.07 | -2.82%0.07 | -1.29%0.07
DEALRED (142) (135) (134) (138)
ffﬁiffjﬁ)m -1.09 -1.27 -1.53 i
oso%iaxny | 2700901 | [L45-L08] | [-171-135]

TE4) iR (EFI)

TE5) /NP R (REMIE) . MMRMIC & B #EE(H

#6) F/hFFH, MMRMIC & 3 fEE(E
RNR=A54 YD o#E5EHR52EE TOREOELE (RN PHAEHHEE) 3, K
HISmghT-5.84£0.41kg (N—2F A > D44+ {HH#{F2:78.6+ 16.4kg) . AHI10mg
BT-85+0.42kg (R—AF A v O+ H¥ERFZ:79.1 £13.7kg) . AHI15mghT-
10.7£0.41kg (R—2F 1 ¥ OPH ¥R #:78.9+14.3kg). T2 T/ LF FET-
0.5£0.41kg (R—=ZF A1 ¥ DOPY+1ZHER#:76.5+13.2kg) THo 7.
HEEEME TS SN T, MEHES4mg/ dLRBOMMEE L. AF 15mgiET2/160f
(1.3%) $WiEshiz, BIMERFEBHE X, AHSmghE52.8% (84/1594). Al
10mghT51.9% (82/158fl). A#I15mghT60.6% (97/160fl) KVF 25 7 NF
FEET37.1% (59/15961) Td 720 EABIEMIIAASMmgEE TIX{FER13.8% (22/
15961) . BREE13.8% (22/15961). B11.9% (19/15961) KU TFHI10.1% (16
/15961) . AHI10mgH TIFEDL19.6% (31/158%1). {#i16.5% (26/158f1) K&
AIHIE12.0% (19/15861) . AHI15mg# TlxAMEE21.3% (34/16061). ED
19.4% (31/160f) FOME#11.9% (19/16061) THh-o7z. %H. KAEBTED SN
EERBHERICOVWT, F 2570V F FEETIRERS.8% (14/15961). EiD6.9% (11
/15961). TH#13.8% (6/15961). BEkHE:ES.4% (7/15961) THo7z. [11.1.1%
&y
7z WGHERIMEA9OMmMHgL R DR =25 4 > % 520mmHgbl EOE TR A3 5
N7-WBE O A&, AFISmgRETIX1.9% (3/159f). AHI10mght T133.2% (5/
158f) . AHKI15mghTix5.0% (8/16061) TH V. 725 7L F FO.75mgB TI338
BHENEN -7, [8.135H]

17.1.3 HEELXER, VRV Y EOHA. IS ERHERET
HEEER)
B VR Y OBMBEEISEREA VR Y EX MRV I Y EOMRBE T >
b O — U HSAR+53 12 2RIBE IR B H 47 5B 2 MR AEI D 13 270, ZEHERT
TAHISmg. 10mg. 15mgXid 75t RZE1E. 40AMBEMES L7z (AHISmghE:
11661 (HARN:1961). ARA10mgBE: 11961 (HARA:21H0) . A#I15mgh:1206] (H
ARN2060). 75 ARBE12068] (HARAN2260)) . AHlld, WTFhORBRICBLTHHE
1[E2.5mg THE 2 L. DI%4EK & 122.5mg g DR L7z,
AHISmg. 10mgXid15mgD40BAMHEIc LD FEFHEEE Th HHbAlcHR—
AT o5 %40EE TOELRICEAL T, AROVWThOARTY I KRIC
3 HERESRIES N (p<0.001) 19,

#£3) HbAlcOR—=ZF A ¥ 6#% 540K E TOE{LR

EREEER GEIEER

HbAlc(%) AHISmg AAI10mg AHI15mg 7R
R 254 VD 8.29+0.88 8.34£0.82 8.22%0.85 8.39£0.83
(115) (113) (117) (118)
¥5%40% T | -2.23£0.08 -2.59+0.08 -2.59+0.08 -0.93£0.08
DOEALRES (105) (105) 97) (111)
iﬁiﬁf(ﬁi} -1.30 -1.66 -1.65 ]
[95% (X ] [-1.52,-1.07] [-1.88,-1.43] [-1.88,-1.43]

H7) PR GEGIE)

#8) FN_ P e (GEAIR) . MMRMIC & 3 H#EEE

#9) f/hZFFH, MMRMIC & 5 #EE(E
RN=2F4 ¥ H5#%E#HIEE TOREOLLER (BN P LIE#RE) 1. &
HISmgRT-6.2+0.58kg. AH10mght ¢-8.2+£0.58kg. AH15mghT-10.9+
0.59kg. 7T ARBTL7+£0.57kgTH > 720



EREKIMBEIE . AH 1OmgRET2/11961 (1.7%). AHI15mgET1/12061 (0.8%) #
HENT, MEEESAmMg/dLAREOEMEE X, AHSmgiET18/11661 (15.5%). AHI
10mgB23/1196 (19.3%). A#I15mghT17/12061 (14.2%). 75 ARBETIS
/12061 (12.5%) #iESniz. BUFRARISAEIR. AHISmgRT37.1% (43/11661).
ARHI10mgBET38.7% (46/11941). AHI15mghET52.5% (63/120f1) RU'7ItXR
BTL14.2% (17/12001) TH o7z ELBERZAASMgH TIREDL12.9% (15/
11661) RUOTHI10.3% (12/11661). A#I10mgBTIEENL17.6% (21/11961) KU
AMBIR12.6% (15/11961). AHI15mgBETIZENL17.5% (21/12061), FH#116.7%
(20/12061) EEAKEE14.2% (17/120f1) KROMEH12.5% (15/12061) TH -7z
B, KEBETRDSNZELRBERICOVT. 7 RBETIEITHA.2% (5/120
Bl) ROAMKHEL7% (2/12061) THO. Bd. ROBHERDSNEP 572,
[11.1.128]

17.1.4 EERRE (52iBH) R2MHER (SBIEENER)
R CUMRERE 38 B E TR 2 > b 1o — L AAR+43 7 B A A 2B B8 RS B 44341
ZRRIEEAE D T 21T, AHISmg. 10mgXId15mg#E1E, O Mgk T
WHHE] (RVAZLTLTAL €77 F A FRER a-7Lavy—LHER. 77
VU DU RER EEEA A Y VT IMEEAI IESGLT2MERI O VT hy) 125258
fEMI%S Uiz (RAISmghE: 14861, ARAI10mghE: 14761, AHI15mght:14861) . &
A, WTFhORRICBLTHELE2.5mgTHRE 2B L. DIBAGER I L 122.5mg
FTOMB Lz, RBOERE TRITRTLO),

#4) HbALcOR—A 51 ¥ 655288 TOELR

. B E5#%52A F TOE(LRELD
HbAlc(%) | A—ZF4 VIO
AHISmg AHI10mg AH|15mg
_ 8.69+1.05 -2.74+0.13 -2.95+0.13 -3.29+0.14
ANAZILT LT H (127) “2) @1 38)
N — 8.44+0.96 -2.59+0.20 -3.02+0.19 -3.03+£0.22
E77 4 FREH ©2) 19 (19) 16)
N 8.55%+1.31 -2.31+£0.22 -2.94+0.22 -3.00+0.23
SNaYI—VRE
a-7hayy-CREH (64) (18) (16) (14)
s 8.37+1.08 -2.53+0.14 -2.93+0.14 -2.76+£0.14
R PDNES
FTI Y v REH 1) (19) (18) 20)
BREIA A ¥ 8.83+1.23 -2.66+0.24 -3.32+0.24 -3.23+0.24
SHIBEER] (62) (18) (20) (18)
8.30+0.82 -2.31+£0.19 -2.76£0.19 -2.66+0.19
=
SGLT2FHEH 63) @n 20) 19

1£10) P+ EERERE (REGIE)

1) BN AR (REGIE) . MMRMIC & B HEE(E
R=2AT4 v 6%E5H52BE TOREOE(LE (BN _FF) &, FHISmgh.
AH1OmgB R OAF 15 mgRDIEIC, AUA=)LY L7 HIGHHT-3.8. -6.5K -
8.5kg. ¥ 7 A FREAGAT-4.4. -11.2KV-13.6kg. a-7 LIy ¥y —YHERE
PR T-3.7. -8.9K%V-8.0kg. F7 VU YV REAIPAT-2.1. -6.4%V-11.2kg. &
EIA 2 2 VA MEERIOH T-4.2, -6.5%0-9.7kg. SGLT-2MEHEHHAT-4.3, -
6.4%V-11.6kgTdH o7z,
EREROE RS SN T, EHES4mg/dLARBGO KM L, AFSmghE < 1/1484]
(0.7%) (RIAZLT L THIGHHE) . AAI10mgBET1/14761 (0.7%) (HERhEIA > A
U Y RMRERIGER) . AFI15mgBET3/14861 (2.0%) (WFhb ALK T L THI
D) RS hiz. BIMERFEBUARE X, AFISmghE43.2% (64/148fl). AHI10mght
T52.4% (77/147H1) KUKASmghT63.5% (94/148f) TH -7z, FREINER
WEAAISMgRE CIEEIDS.8% (13/148f) . E57.4% (11/148%1) KU ERKBERT.4%
(11/14861) . AHI1OmgBETIEED12.9% (19/147H1), {F12.2% (18/14761).
THIL0.9% (16/14761) RUOAMBIEL0.2% (15/14761). AHI15mght T lEELD
25.7% (38/148%). {Hik14.2% (21/148%1). AMKEEL2.2% (18/148%1). WEMH:
9.5% (14/148fl) KO TR#18.1% (12/148f) TdH-7zo [11.1.1208]

18. FEhEEIE

18.1 1ERKR
KENZGIPZAAERVOGLP- 1B EDO7 TR M ThH Y, MESEEIHES L OEELY
BHTET, NI —AWERENICA VA Ul EESE 5, AANIZC200EMEERI
HEGTIMEDOT I VBPSRBZRTFRTHD, NEET LTIV AL THE
MFHIAIER T 5 2 10 & D EAARERT 5.

18.2 EIE{EHA

b N TOENEREROTMEIE. KT 256 2RE. TXTAAISmgnHE 1 [2858
(RS2 &) K TITREBOEBEREBICBLTTbIh,
18.2.1 GIPEBHRUGLP-1ZEF7 I=R MEKE

AENE, in vitro REICHB VT, GIPRAMKKRUOGLP-1ZAMICHEE L TEELL, v
FThOZAEIIH L THHRNCAMPA2IEINE 57 T= 2 MEHEZR L,
18.2.2 [¥ERE TER

2RIBERRBE TR 2 RS LR, SRR R O AR IIEE L SR e L
TERLEE WEAT—%).

18.2.3 ) A—RGEMA VAU Vi

IUAKROT Y MEROBEREE 2 A \Wzin vitro RERICB VT, AFIEZ L —R
REHEA > 2) 3R EE L 21D, 5y b ZAWzin vivo BIRNZ L3 — 2 &R
BRICBOLT, ARNE YN a3 — 2RAEHEA > 2D R T L 7217,

2EUBERR R ICARA 215 LR, BIRN L2 — 22 EARD A Y R Y OF
U (FLa—ABE5 BB 5853%) RUHE2MH (VL3 —2#5200%5 51205
%) OFWHEL, ST REHBLUTHEMLLES GHEAT—%).

18.2.4 Z)AI V5

QEURERIREBE (CARR 2 RS U RER, ZER LA TV RERCERO LA TV
EDOAUC (B%0~4E) 375t RERBLTETLAL GHEAT—%).
18.2.5 1 VAU VRS

QEIERIREE ICAR ZRE LR, 2804 0 2) VBREOEETH HMED
R=Z254 Y PEDOE(LRII ST REHE L THEMLZY (HEATF—%),

*x18.2.6 BATHHHIRE

1

2

2ERIBERRIREE 1BV, AFISmghl Bl B4AERRERS LR, T2 b7 3/
7z yOMPBETTT 74V (CnaxXVOAUC) %2$EEE L-BABHHEHEDKT
D OLN. BARFFHEEOE TN IMERSRICRLEETH D 4EMORKER
STEsE L2 GHEAT—%). [9.1.6. 16.75]

9. B ICRAT B E{LEHIR
—REBIR:FILEISF R (Tirzepatide) (JAN]
5 F  :C2sH348N4sOes

75+ #:4813.45

L3 RACOHKRTH 2,

ezt YXEGTFTSDY SIXLDKIAQK AFVOWLIAGG PSSGAPPPS

HsC CHs H OH
X > NH,
H,N CO,H H,N

X s©
39
Ser-NH,

H H
N N H,
o]
0 HoN
2
K
20

NS8-{N-(hydrogen icosanedioyl)-
v-Glu-bis[iminobis(ethylenoxy)acetyl]}-Lys
H:FVENRT Rl & b7V —RRFEEA VR Y ARREAR Y RTF R
(GIP) 2EAERUE b T UAHTUHRTF F-1 (GLP-1) BEOT T

ZAMTHY., 2RFI3FHOT I/ BBFEEIE2-methylAla. CKUuZ T
I MEEnizSertdh b, 51T, 1,20-1 34 ¥ A EOGluKR U2ME
D87 I /-3,6-VFFH AT Y VBTERENSY »H—%2 N LT20%FH
DLYSIZIEA L TWVD, FILESF FIZ3MADT I ) BFRED 5 2 58K
RTFRTH 5o

0. BRWL\ EDER

2,13
2-methylAla

H COH

COH

EN

20.1 B Z#T, 2~8CTHEARET HZ &, B LABAR, EHLEZVI &,
20.2 ZRTRET 2HE1E, 30CEBA L VEFTHMEL» SRS FTICREL. 21HBA

2

AT 52 &,

1. RERSRM
) 2 7 EHEE A FED L, MYICERT S L.

22. G
(R I v ORTE2.5mg7 7+ 2R)

0.5mLX2% v b

(R Iy ORTESMET 774 R)

0.5mLXx2F v b

(RY Y+ ORTE7.5mg7 74 R)

0.5mLXx2% v b

(RYIvORTEIOMEZ THR)

0.5mLX2%F v b

(RUYvORTE12.5mg7 >4 R)

0.5mLXx2% v b

(RVIvORTEISMEP THR)

0.5mLX2% v b

23. FEW

1
2)

12)

H
S

17)
18)

HNERE FILE8F R OB (202289 H 26 H&RE. CTD2.6.6)
HAER: BAA2EBERFEEEOEYH B (2022F9H26H &K
CTD2.7.2.2.2.1.2)

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

HENERE: B GEAIOR B % 5T L 7-5ER (2022F9 26 H&FE. CTD2.7.1.2.3)
LB MM A F T RS T T ¢ 25 L 72 ER (202289 H 26 HA&RE.
CTD2.7.1.2.1)

HAERE: MEEAS S (2022F9H26H%&RE. CTD2.7.2.2.1.1)

HENERE v AT 2 ZRER(20226F9H 26 H &R CTD2.7.2.2.2.3.1)
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