Lz,

*x202584HMET (BE7HR)

o B EERRSEES
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VYIIVPOSEPTAX
Mounjaro® Subcutaneous Injection ATEOS®
EIES . 2.5mg Smg 7.5mg 10mg 12.5mg 15mg
VUVSE i St KERES | 30400AMX00420]30400AMX00421 | 30400AMX00422  30400AMX00423 [ 30400AMX00424 | 30400AMX00425
¥ ER-EMEONAFBCIVERTAIE [IREEE 2023%4A 2023464

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.

815 RFNIFLENRF F2EELTWABID, ¥y TN ’E
OFNENRF FEFHA LA LZWI &,

8.16 A #| & DPP-4[HEHIZ VN & GLP-1 2 &5 K O'GIPZ AL
ENU-MBERETERZELTWAS, W20 L BOBEKRR
BRAEIE 2 <. BERUREBIERSNTVENL,

9. BEDERZFIIEEICHTIER

9.1 &HIE - BIEEEDH D EE

9.1.1 EEBTEMEZNEENSBEENDHZEE
BEEEQERIENT H2BENMEDH 5,

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

9.1.3 RIMBEEEC T HZNHHIUTDEEN TIREE
R ERAHEEEAR S BB HEERE
 REARRIRGE, JUEIRE. REBZABHER. AFEENEOR
BT EFFIRRE
< L WA AES)
< EBEDO T IV — )LIEE
8.4, 11.1.12/E]

9.1.4 IESEVERRISHIRE. MIRAENIZE. SINESEEET DI
IEERERRRIREZESH T 2 BB CNSDEEREDH 5 EE
[8.11%H]

x9.4 &hEEEZHT %5E
ERT BATREME D & B EIC X, AFIRE DR URRIES%] »
ARIZBOTET T 5 0B K& O 28R Ic O W TEHAT 5
Z &, [9.5808]

9.5 1FiF
TR SR L T W B AT O B 5 I IIRF 2R/ 589, 1
YA VBRI RERT A &,
AFHFEAFEERBICBWL T, BIRS v MIRBIZHRE LZGA.
fERRAKHETE MIRE L Z0AEDBEEZ2 TH L=
(BRBAHE TOCnaxLRICB WV TO0.741%. AUCHBIZHB WL
T0.25f%) <. lREHBENE (BERHFE. NBEHFES) »Rooh
7o INSDOFRIIHEYOEERDORMER MEEDKEZE D
LD TH-70, [9.48M]

9.6 1RAR

R EOAERUEROBIAREORENE 2Z @ L. BRAOHE I
ik EBET A &, KFIOL FLHHPAOBRITIEIAHTDH %,

9.7 INR

NREEWNRE LAMER RN 2R L U BRI E

ML TV,
9.8 EiE

FELED., BEOREZBE L 2P oHEBEIIREIHZ L, —
MICHEFBESET L TWE I EAFZ W, [7.4. 8.92H]

10. HHE{FH
10.2 HEEFE (HAICEETR L)
HH%E HRRAEIR - 1EE A% W - fERET
PR 7 F 52 IO FIUER T | MR NERA RS
EU7FARRER |5, BICALE= |5,
ZNEZNTLTHE |V LT EL R A
BB 22 V| v A VMBI A
IR R NI - [Py
a-Z7Vvayy—¥lH | HT 254, KD
EAl Y27 NEMT 58 %
FTIIVIVRER hdsb. chosDH
DPP-4fAE#] AlEptRAT 2858, K
4 >R v BIHE| MmEEDY 27 28
SGLT2MHEHIE b7, INh5 DA
[11.1.121] DWEEHEFT ST &,
FRCBET SR FHCHRSHBOE I | AF 0 ENEWHEHE
[16.758] W BYE IR T | EERICK S,
SRR BIEREDOR R %
HWEHSE2BENNDH
%o
7Y v REH| GLP-1Z B EBE L | AH O BNEMHEHE
TLTPUYA)IL | OBRAICEKDTLT 7 | IEERICK 5.

VY DtmaxWBHE L 72
LOHEFHD. TF
tFF FTHIMZ S
INREEMAEHE SN T
Wb,

11. BlfERA

ROBWERAH5bNB I ENHLDT, BIBEZTTITV, £
EARDONIBEICRHREGE2HIET 274 EHEYLLEZTS

Eo
1.1 EXLENER

1.1 {EMAE GREAEA)
BIEER (A% SEOZER. wit. AHEA. #E. &
B, HE. T, BR. BEREES) PH5Dh2IEDH
Bo s A VA YEFIUI AN A=Y LTI EOPFFEEC
BEZEMEERY S 5 b E#ERzRIFAbRESATL

;Q)O

BIMEERPRD SN HEE HEE2ECEREENT 24 L
BY)LWEBE TS &, 72720, a-7Vayy—LYHEHER O
PRBIE T FoBER59 52 L. [8.4. 8.5, 9.1.3, 10.2,

17.1.1-17.1.4%H]

11.1.2 SUEESR (0.1%K7)
WEMt 2 A S R 2 B L VIR E O BE DR S NHEITE,

KAlOKSzHIEL., B LLEZ

=

172 <

Lo Fiol BRER

SNEAER. BRER TRV &, [8.6, 8.7, 9.1.28H]
11.1.3 BEER GHEAH). BBER (0.1%AK%). BB >ifEitE

B (SHEAH)
[8.105H]

MNIATPFT45Fy— MEWFE (WITHHHERHA)



*

11.2 ZOfthDEIER

#1) MEERFILENRF FOEMHHE T X —5

Eidon 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

BIfEF 5%k ~ 5% 1%Ki#
BB VS S &: BN
& I JE . If A
*
H ks B, EH, T EBRERN. BE|5E
. ER. M. | E R EEE.
HIEAR. B | BT
IR
JHREE REEAE
AR i PRI R ERE
TEFHTAL TSRS (L
B Z D ER.
e, ERS)
TR BEUE(RE. R
B T OEMRK
EE)
RS SN HREAS, BE
RS 7 I5—EH
. VS — Y
. fAERD
Z0DAth W

BE DT

) DB OEMPRENICA S N

14. BAHLDFR

14.1 ZFIESHIOER
FEABOBENZEES W L, BROBERLZEN S ZWT
LRMERT AT &o

14.2 FRZSROER

BT ST PEER. KRERERSE EREERICAT

BEOREZ +FITHEL.

20 5 NTIGEIC Li@tﬂ&k%% 5 &,

Do [A CEALOFTHE

H9 254, BRI 2EHZ2EET S5 &, BRNERURA
PG LW &,

15. ZDH/DFR

15.1 ERERERICED K EHR

E WA OEINHHERER7ER (51194)

IZBWT, FIEMHLEN

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)
HARN2BERIFEE L LHNCARSmg 2@ L E R G Lz & &, BYHE T A -4
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 | e | PEO e | my | ogm | mevny | am) | @)
48.00 364 | 48800
1EH 1 Bewnm | (20) (16) ) .
5mg
- |1 | 4800 | 127 | 838 |104000 | 0.029 | 527
B0 | (112144 | 22 | 19 | @1 | 15)

SR HE 225025610 5 B HiF LEISF RHEAS51.1% (2570
Bl 12 NEEGIPXISHEMEGLP-1IcH T 2 REfifkiE 22
N33.9% (170561) K'14.2% (7166]) ICHEBE L. FLE
INF R OGIPRBAEIEGLP-1 R BEOERAL IR 3 2 Rk
WEZENZENL.9% O4F]) KU2.1% (10741) 12FIF L7z,
15.2 JEERARERERICE D < 1EHR

Wi v b RO 2ERPARERERICB W T, AFI%0.15.
0.50K% U'1.5mg/kg DR (ZhFhEmABKHERARL  MC
BETIEES LZBOAUCDO0.12. 0.36 X TU'1.02EDAUCE H 7z
S5THE) CHE2EIRTHREGLZEZ A, MEREHKELT, H
RERCHIRIES (BRIEX OE) OREHEOHEMNPIRXRTORE
THOENI, TasH2 SV AV 2oy 77 AR W64 AR
BARERBICB VT, KFIZ1, 3KXV10mg/kgD FHETHE2
EE RS L&A, BRIRCHBROBERD 5 W IXIES O H
SRR ICHEINERD SN g o 72D, BREHBEOREDDH 5
BE K ORI B RS X 2R NS IEERE2R O RKIERED &
HEEIINT A2AHOREMEIIHEL L TV, [8.88 ]

16. EEhE

16.1 MANEE
HA A 2B IR B 29011 AHISmg. 10mgXid15mg 2l EKE 5 (WIFhoR
RICBOLTHHEIE2.5mg TREZMIE L. MIHB4ER T &122.5mgd D) Liz&
&, 32EAHREHOEMIEE T L 7zo AHI32E BB G5 O tmax D HIAEIZAI 248
i R (t12) BHS~6HTH V. Crnax X TFAUC (0-168) D R FHfE 1348 42 F &t
BRI L7z, [8.354]
YL/ ST A — 5 ROMBEHREHR E LIRICRT?,

CL/E:RPI D7) 7T v A, V/FRPTOGHEER
RITIME GRTZEB)R%%)
E6) HRfE (i)

E7) BFITEfE ()

16.2 DRUR
R ASABNC 3D D R7s 5 H AL (EES. L% ORBRER) ICARAISmg % Bi[al K2
THRE L& &, EEHRESIINT 5 RS R OKRBERES TOAUC (0.«) DR/DN_F
FAEHEEOl [90%EEXM] X, 0.99 [0.97,1.01] K%1*0.95 [0.94,0.97] T
Holc) NWEAT—%). BERA206ICAFSmg % BEIE N5 L7 & & Okt
NAFTRAFTEY T 4 OEEEIZ80%TH 5725 (HEAT—%).

16.3 91
AHNIFICMEET LT I v EmAEE (WE3%:99.06%) 359,

16.4 {3
ARAIORBREIE L, — %5 28 BORLRIEIC L 2 RTF FEEOSH. C200E
IR D BERAL KT T X FHK3fRETH %0

16.5 HEtt
AFNIRE S W EICRPROEERICHR S NS, REFIZIRA R OFERICIZERD
shihp-o77,

16.6 BWEDEREST HBE

16.6.1 BHiEEEZESE
EHEEIEH WERE (eGFR2Z90mL/min/1.73m2) 14f, BWEBEMEERERE (eGFR:
60~89mL/min/1.73m2) 8fl. HEEEHERERE (eGFR:30~59mL/min/
1.73m?) 8fl. EEEHAEMERE (eGFR<30mL/min/1.73m2) 7|k OFKIHEHR
BEE G AN LMEEN 2% T\W5) 8BIlICARISmg % BE N5 L7z aBric
BT, BREEERBE IO 28E, 1EE, EEEHREREEREERORIEER
BEOERADAUC (0-0) DR/DZFEFFHEOL [90%EEXM] &, ThEh
1.05 [0.86,1.27]. 1.29 [1.07,1.56]. 1.03 [0.84,1.27] K% *'1.16 [0.96,1.40] T
Hotze Fizy CnaxDE/DZFEMFHMEOLL [90%FEHEXM] 3. 2hEhl.04
[0.84,1.30]. 1.09 [0.87,1.36]. 1.23 [0.97,1.56] &% 0'1.02 [0.82,1.27] TH -
28 (NEAT—%).

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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