Lz,

*x2026E5 HET (F11HR)

*2025fE10HLET (5510MR)

7 E2~8CTRE

HARERRIEES
87 2499

BEIEGLP- 1 BB

BEER:24 % A
FaSTILF R (BCFEIRR) 5K
| 1=, RRNE P zl-
I\)L)/j ’|/®0.75mg} J 2@
)25, B5E 255
ML) 2T e PT A R
R, TRULICITY ® Subcutaneous Injection ATEOS®
LB . 0.75mg 1.5mg
AL T5 R ) ARBES | 22700AMX00701 | 30600AMX00141
F) FE-EREOLFBICEIVFERTSIE AR5ERAYE 2015%9H 2025%E7H
DETHhNE, KOVHETESBICRE L. 20%BEHSH, T

2. B2 (ROBEICFES LBV L)

2.1 ARIDRGIIN UBBIEDOBIEED & 5 B

2.2 WERRRTES b T Y =Y AL BERRIEEEX AR, 13
FERIROBE [ > 2V YBANC K 28R 2iaH Al AL
2BDT, KHIZEEGTNETR.]

2.3 EERGYE. FHEORADOHE [ >R VAL S
MEFEHAEEINEDT, KHORSITHES 20, ]

3. #mk - K
3.1 #8mk

ML) VT 4 R
0.75mg7 7% A

MV YT o BN
1.5mg7 74 A

1€y b 725
JUF R (RIETH

1Fy b Fa25
JIVF RGRETH

#2) 0.75mg  |#2) 1.5mg
e S WAVFN/ 1L/ 1.37mg
WoKky T U 0.07mg
D-v>=bt—N 23.2mg
ARV ILR— 180 0.10mg

AAENEF ¥ A Z—ZANLRY —HIBMlEHWC#iEE N2,
3.2 &FEIDOHR

TR

i, MV YT RRE| MV T T 1 BRI
0.75mg7 7 A 1.5mg7 74 A

EE TS E Y VYV RFEARICEY
i FLZzavEx—Ya v8RFY &

fit)

R - AE HEEBHOW (5T
pH 6.0~7.0
BB -
(EHEAERIONY 5 H)

4. WEENIFZHR
2EMERRIR

5. HEENIFHRICEHET ER
KAIDOER L. & 575 COMRRAROELTH 5 BHHRIE, &
BEEE T AT L ECHRP AT DG EICRDEET 52
&

6. iERURE
BHE. KA. T2 70FF GBEFHEBZ) LT,
0.75mg#%BICIE, RTEHT S, B, BEORRBICSUT
1.5mgaBEIC 1 [E#HREIERETE 5,

7. BERURZICEET %FR

7.1 AFNFEIE ST 2EHTHY . FA—RBHICRSSE &,

7.2 5 ENHEE. RERSETOMMAP3HM (7216H)

(1)

OEDBHICKRET S L, REKRSETOHRMAPIHM (72
i) KRB THNIXKREET, RODB 5P LOEDZBHICHRE
T52L. B, BINKRSORHAZEET 20ENHH5EE,
RIERE R 6 7% < EH3HM (728KMH) DEMREEZET22
&

8. EERELRNIE

8.1 KAENIA > 2 ) v ORBETII A L. AFDESICEEL T,
BEOAS VA VERFREEZHEZRL, 5O B2HNT S
Lo FEIIBWT, 4 VR VRFREBOEBET, A1V RY U
5GLP-1ZAMESZICYI D B 2. S4B I K& OFERR
NP Y R—=Y AWREB ULEFPRESN TV,

8.2 {59 AIGAICIE. IS, K2 EHMICHEL. EHORE
ZHEND. 3~4» ARKRE L THESATFORBEITIE. &0
W EEZ SNDRBENOEERERT 5 &

8.3 AAHNIFFHERAITH D . AAIF L% B ROFET 2 A HE
Bhs7-0, MEHEOEECEIERATH . BIEARRROLEIC
DWTHHEET S L, [16.12H]

8.4 ARNDFEAICH 1z > Tlx. BEICR L. EIMBEERR 20Xt
WFFEICOWTHDFHAT A &, [9.1.3. 11.1.13H8]

8.5 EIMMEAH S5HbNBZ ENHHDT. BAEE. BEHOEE
HBIIRELTWAIREIRETHEEIEET S &, [11.1.1
%]

8.6 AMBERNIRINT 52 LA HHDT. AMBAOWHER (B
HA2 S RN R L WSS b o bhizigaik. %S
1L, BRPREMOZK 22T 5L5EEIT ST &, [9.1.2,
11.1.33H]

8.7 BIBMEN KRB L -GS, SEBROWREEZEZE L. HEIC
IS CTHEBRESICL2RRBE2EET 4L, HEICHET
5 &, [9.1.2, 11.1.38H]

8.8 JHANE. FHER, HERIIHETS ~HERESREHT 587
N dH 50T, EREFOEIERNASNHBEICIE. HEIID
CTHBRESIC L RRBEZ2ZRT 54 E. BUICHIET %
Z&. [11.1.688]

8.9 AWML IMKED > b I —)LOBFEITEV, BRI O BT
NIZHEENHODONLZEDPHZDT. FET S &,

8.10 AAIHZ S HIX, FRFEEHEOEROEEZHERL. BEIR
OoNTH/AEIIE, BEMEEZZTSE5BEHTHI &, [15.2
%]

8.11 XAl BTSN H - > TiZ. BEICTD BT =M
L%, BEOOHEICRETEZ A 2R L LT, EWD
EIHEEOL L EMT A&, T BEOREREREHFIEICO
WTHREZRHIET A2 &, BTSN TV AERGAZ 20T 5
FORET B L,

8.12 A#| & DPP-4FHZEAIZ WV TN & GLP-1 2 Ak % /1 L 7= k%
TEAZELTWS, W% LZBEOBRRBREEZ <.
B R ORI SN TR,



9. HEDNERZFIIEEICHAT S ER

9.1 GHIE - IEEEDH D EE

9.1.1 EEBTFEMEEDEEDNBHEEDGHZEE
FRZEEI <. BEBBRECERIELT 2BEFNIDH 5,

9.1.2 ERDEIFEEDH B EH
[8.6. 8.7. 11.1.3%M#]

9.1.3 EIMMEEIEC T BZNHHIUTDEEIFINAE
B R EAEREARE T HRER S
CREARRE., JUEIRE. FHBIZEHER, SEENEOAR
X IIEFFIRRE
« FL W LES)
BED T IV — LB

(8.4, 11.1.1=H8]

x9.1.4 [BERFMIDEMEN(Z A LD RADEFEDH B EE
BHEZELA VI RAERITEBEINTSH 5. [11.1.45H]

¥+9.1.5 2BHEN (FRVEEE TOESE
GLP-1ZBAE8# I3 GIP/GLP-1 2 A A E 2 R 5hD B
HIIBOLT, MRiOMBIEREESFLZICL 22D T, 254
B IZ RV EE N CRRIEDAE CIERI R E s hTwb, AANX
BAAHHEBEERPD D, BERNAMZRE Y AV PEE 580
BHb. [18.551]

9.5 1FiE
IR SUTITEIR L T W A AT D B B I IEAF 2 %583, 1
YA VBRI EERT A2 & JIRT v MGV FITKA (b
MELEAA.Smg% T #E L BE 0 MBEFRERD34X
Z10RELLE) 2BELHA. BEMOBEBORD R FE
DETICERLBREOKEEERBRANOXENTD SN
721205, BIRFZORAIA DO F v MIARF (e MIEEARA
1.5mgx R T HEE LBEOMEFEZERED13:E) 2H/H5 L1
e MEHARICEHERESRO 5 N5, FiERT v b
AF (b MGELEAA.5mg % E NS LGB0 mMEEHgeE
BO71E) 285 LG4 REREEEED SN 57295,

9.6 &L
BB LOEREROBAREORRELER L, BILOMKE LT
Ik EEEFT 22 & RROIITHANOBITIIANHTH 5,

9.7 INRZE
NREZWNRE LI-BIEROREMEZEE S U BRAER L E
MEL TR,

9.8 &
BEOREZBE LR SHEEICRES TSI &, —fRICETIKEAE
PERLTWAZENZ N, [16.6.3508]

10. HEEA
10.2 HAER HRAICERTZ L)

HH %% HRRAEIR - 1EE R W - fERERT

PRI % KK OFFICERT 5 | MR TERA S HERS
EU7FA RREH |2 & FRICALKRZ LY [ N5,

ZNVAZLT LA | LT AL EHEA A

HWERIBIA V2D V5 | IR A v R

IMEAEA] ) U BIEIE PR T B35 A

a-7NaAyy—¥ | KUED ) R T HBEMT

FEE A HBENNHDH, b5

FTIVDUREH | OEF AT EHBE.

DPP-4FHEH] BIBED Y A7 %2 BT

AR > BIE| Bz, IhoDFEHD

SGLT2BHEAIS% HWEERIT S &,

[11.1.12H8]
MAERE RERARRS | MEE. ZothEE R | MR TER RS
N5 HH| BETDICBELENS | Wb,

3 - A B35z L,

T 7 I UEBELEER

(MAO) FHE A%

[11.1.1208]

HHIZE BRRAER - ' W - a7
MAERETIER ARG S | MBEE. 7 Ot EE R | MR TER A S
N2 HH| Brt+a3IlBELLEYS | hb.

T RLFUY B5952&,
BIEREATOA R
FRIRAILE V%
7<) v REH| TIVT 7V 2 DtmaxB A~ | KEI D BNEHEHE
TNT 7 YAY T | SSREEE L7z & O | EERICE B,
N BhHb,
[16.7%H] FHE(TFFF N)chHim
S INRBEIM AR E &
nTtwns,

11. 8IfER
WOBWERBH6bNBZ ENHEHDT. BRETFITV. B
EHHPRDONLGAICIREEFILT 22 CH#Y 2 NEZITH
Eo

11.1 EXZEHEA

11.1.1 {EIIYE (BEEREA)

EIEER (B EEOZER. B, EEEE. B1%. R
B, HE. oF0», BX. IREES) PHobhslerd
%, 7. DPP-4fHEHIT. ALK LT7HIEDHHETE
EoEMEER S 5bh, BRHEEREZRIFIBMEShTY
%, RIMEERAFRD S hizigEld. BEE2SOCRREZIENT %
BREBYRMBZITHI>E. 2720, a-ZVay ¥y —ECHEA
EOMHRBIE T NOEERET A2 L, [8.4, 8.5, 9.1.3,
10.2, 17.1.1-17.1.5, 17.2.13H#]

MA27FT45FY—, MEBEWRE (W3 nbIEERE)
ERE, DSER. W - BHETE, FREHFSOREFRD N
A RS EBIEL., EYSLEERITY 2 &

11.1.3 SEER (0.1%)

MERE 20 S B2 L LIRS O BEFRD 5 NG/ 10
xpibL, BUAMBZITYZ L, £z, BREBKISNLSG
AiTiE. AFIZEHRS LW &, [8.6. 8.7. 9.1.28H]

*11.1.4 4 LDR (BHERH)

BHEZELA LI ARBITEBENSD 5. BEOFER. EIER
I, Fe5ed 208, BHSORENRO s N GEIc3ks%:
FIkL, BEYARNEEITS 2 &. [9.1.458]

11.1.5 EEDTH. Bt (WThbEEEARH)

BEOTH., BHEASBKEGERL. SEEREICESFlO ]
H3hTws,

11.1.6 fEEN. BHER. BEt+5 >HMEE (VT IbHEERE)
[8.8%7]

11.1.7 FTHEREREE (SHEEANER)

11.2 ZOMDEIER

BIEFSHE | 5%BE | 1~5%Ki 1% 1 BEREREA
TEBR A O fE O | MO R .
ANED PREMREE/
E—ERET
oy 7i¥2)
Hibas Ef, B ANEOE. M| Btk
D B [{ERE. B, (R B, B<
JE B AR, | O B
g BE
bz}
JiF A& RRARE
iR PR RE
TSR G AL RS
(KLBE. ZRE.
ZOER, E
IR, FE%)
WRE B OE RS
(TFhE.
L%




HIfER 538 19
Z D %5
ED DAROBMARKENIC A 5 NS IEEORELHFITHE L. REFRD
SNIHEICEET RMEETS T &,
F2) BET 0y 7 #AT A RESICRET HHEIE, BEOREEHFCHEL. R
AR 5 NIHE I SEY K NB LT L.

14. BRALDIFE

14.1 EFESEIDER
EABOBEYNRZEES W &, ERAPECEBHTEHEN S 2
WZEEHERTHI &,

14.2 BRRESEHOEE

14.2.1 BRESHE. BEER. RBEEX I EREERICIT S [H CEAZO
FCHEST 256, BRI IEMEEET S L.

14.2.2 FERNZHERETICETRET 52 & BIRNKRUHRMNIC
BELzWZ &,

15. ZDMDFER

15.1 BRRERICED < &R
0.75mgBFI&FREE O ENEIAEEFRBRICB I 20T 125 7L
F RHAAOFEBEEE121.4% (13/91061) TH -7z,

15.2 JEERAREABRICE D < 158
T v bERAVWCESARERBICE VLT, BRRCH R E %
VIES (RERCEOAR) OREHEOHEMFRD 6N (b
MIALBARFL.5mg% B TS LA O MEFRER D5.81%
PE)e rasH2F SV AV = w73 A2 AVEERP AR
HEETIE, EEOREIZED SNLHh o750,
FARBRBERRIE O BEE O d 2 B T CHURIRBERRE UL Z HEN 7
IEBE2RIORIERD &b 5 BE TN T 2ARFNOREMILHEL L
TV, [8.105H]

16. EYEHEE

16.1 MOGEE
HA A 2B RIR B & 24601 AF0.75mg % 1 B KER N5 L &£ &, 1BIBKXUS
BB G HOEMBEETM Lz, 725 7VF FOREH (ti2) 1¥4.58 (1088
i) THo. H#E55EEBICBITSAUCH 1680 D BRURENX1.45TH > 720
YL/ ST A — & ROMBEFERERRZLITICRTD,

5% E | 1~5%Ki SR

AUCo-168hr . R
wA |l 0;168/“ Cmax tma) | 12 | CLF | Va/F
ng - nr.
®5 6 0 (ng/mL) (hr) (hr) (L/hr) L)
m
50.33 108
5860 46.3 0.0764 11.9
1E|IE 24 (45.87- (71.3-
21) (22) (22) (24)
94.67) 145)
; 4800 | 108%3 , ‘
8570%) | 67.7 0.0875% | 13.6%3
5[EH 24 21 24) (22.67- (71.7- ) (35)
96.48) 167)

CL/ERAPTIDI VT TV A,
FASEIME (ZBHRE%)

Vz/F: R O RER

1) HRfE (FEE)
H2) AfEHE (FEE)
3) N=23
100
—— 1EE#S5(N=24)
3 % =
g & —— SEE#KS(N=24)
o)
£
1
8K 60
iz
h
=
}"R 40
A
1S
+
20
=
0 h T T T T T T T 1
0 24 48 72 96 120 144 168
%5 1%05E (hr)

1) HAA2BIEREEE ICARA0.75mg %8 1 B KEK THRE Li- & D 1EERUS
EIER G/ OMEERT 27 7V F FIREHR (FHEHRERZ)

HAN2BIRE R B 70 CAH1.5mg 2l 1 mSE B RER 5 L 1EIE R U'SEE
BEROFEMBEZFHE L. EMBL T X—F 2L TITIRY Y, [8.320H]

AUCo. . .
#H T Cnas | tmad®® | un® | CLF | Va/F
N | (ng-hr/
75 o) (ng/mL) () (n | @why | @©
1090038 | 87.8 7200
7 39 (48.00- - - -
72.00)
48.00 108
18000 152 0.0834 | 15.0
SEE | 7 48.00- | (94.3-
31) (40) 31) (398)
72.00) 131)

CL/FE:RPI D)7 v A, Vz/F:RP I O3 FER
AAEME (ZE8R%E%)

E4) HRfE ()

E5) MAEME ()

£6) N=6

16.2 ORI
TR AASHIC 3D DR 235 (EER. LSRR ORBRER) (CAHI1.5mg % BifE
BTG L&, BEEESIINT 2 NA 4 TRATEY T+ [AUCowkt
(90% 54X )] 3. EBEi#T0.973 (0.941. 1.01). KEE&ET0.989 (0.956.
1.02) TH-79 HEAT—%).
BRI ARAN0.75mg X i3 1.5mg % Bi[A R G L7z & EOMMNA TR FE
V7 4 OEEEIZ65% R TAT%TH - 7210 FEAT—%).

16.4 X
AFNE. —% 57 8 BALRIBIC K> TT7 I VBICHES B EHfEESh 5,

16.6 JHEDERZFITDEE

16.6.1 BikHEEEESE
EWREIEEERE (VL 7F=227Y 7 I A>80mL/min) 166, BEERAERE
BH (50<Z7VL7F=>27 V75 A<80mL/min) 8. B mEmERE
B0L7V7F=r7 U7 I A<50mL/min) 8fl. REBKEREERE (FL7F
=277 A<30mL/min) 8fIRk O IMEEN 22T TV A KHERBRE 3»
AL EMBEN %223 TW5) 8FICAR.Smgx A LS L RBICBL T, &
BEEER WSS (T 2B, PEERUEESHERERE, MEEN2ZI T2
KEIBHEBEBZEOAADAUC-DH (90%EHEXME) 1&. ZhZ2hn1.20 (1.06.
1.35), 1.28 (1.13. 1.44), 1.14 (1.00. 1.29) ®T*1.12 (0.995. 1.26) TH -
Jzo 72y Cmax®l (90%EHEXM) & 2hZ2h1.13 (0.963. 1.31). 1.23
(1.05, 1.43). 1.20 (1.02. 1.40) K 0*1.11 (0.950. 1.30) TH-7=1D (SFEA
T=%)o

16.6.2 FFigEEEEES
R REIEHHE5AE 1101, BEFHAEMRERE (Child-Pughs HA) 6. HhEEHH
HEREE B (Child-Pugh#3%EB) offl. HEMFHAEREBE (Child-Pughs3%EC) 361
ICAHI1.5mg % BIE R %5 L7z sBRIcB LT, AFEREIE R B ot 58, thik
ERUE R AEREBEOARFDAUCDH (90%FEHXME) 3. £hZh0.774
(0.649. 0.922). 0.669 (0.556. 0.805) &%1*0.791 (0.632. 0.989) TH -7,
F72. Cnax® Lt (90%EWXM) & £h2h0.791 (0.654, 0.957). 0.703
(0.582, 0.849) K1*0.761 (0.597, 0.971) TH-7:12 JEAT—%),

16.6.3 Slh&E
B2 BRI B (2901, 65~76/%) ICAHKI0.5E3, 0.75%1%1.5mg% 1 [E6:E K
RER TG LR ET> 72 GHEAT—%),
B 2B R R B ICAHI0.75mg 2 5 L L EDFT 25 7L F ROEYBHRE/SS
A=FEPTFIRTE GHEAT—%).

AUCo-168hr . §
w4 0 ;}58/“ Cnax toa) | t2# | CL/F | Vz/F
ng - nr,
®5 ¢ L (ng/mL) (hr) (hr) (L/hr) (L)
m
1.
4630 37.7 L7
1E1H 11 (12.0- - - -
(31) (33)
95.2)
480 | 131%9)
6730 516 3 0111 | 19.2%9
6[El e 11 (32) (30) (24.0- (107- (32) (19)
72.5) 189)

CL/FB:RAPIDZ Y75 A, Vz/F: R OR AR

BAFIME (ZBRE%)

E7) HhofE (i)

18) MATIE (HEF)

#9) N=9
RHEF BB QEBERBEZE487H. 5> 5 HAALS2H]) I2BWT. 65/ A
RU65EL EOBHEOENFHEOMICAS HENIED ShBVL O EHES NI,
[9.8%H]

16.7 EYEEER
AFETERNTI )72V, YY) FYNIE, X v Faa—)LIs, LT 7y 16|
ARARNLIVIN, DIFT U 7 RUNRYF U, RIOBEEOR VY Y 7)) S
F 22D % G U 7- A BRI R OB R A2 TRITRT WHEAT—%).



BB S B B
P wA | AUCH Cont tman (1)
5 [90%(E8 | [90%MZHE | [90%(ET
X ] X ] X ]
A mgE!d) 28 1 [ RE R NS
a8 | 222 0.88 0.64 1.00
[0.85,0.92] | [0.59,0.70] | [0.73,1.73]
FENTI) Ty
. 1.05 0.94 0.02
1000mg =10 ABIE 1227211 61 1.08) | 087,103 | 10.50,0.53]
[18.5%H] — — —
4 E 1.00 1.04 0.02
SR 2001
284 [0.96,1.03] | [0.96,1.14] | [-0.50,0.09]
AHI3mgE!d 28 1 BRI N5
0.89 0.50 2.15
1EE | 8/8
[0.83,0.95] | [0.43,0.59] | [1.02,1.73]
FENTI) Ty
X 113 0.96 0.97
1000mgi® ABIEC 186 | 051.03] | (082114 | [0.00,1.48]
[18.5%8] - S -
same | 1.05 0.97 0.49
28 [0.97,1.14] | [0.82,1.14] | [-0.03,1.02]
RH1.5mg % BEEZ N5 XI3E ] B RER 5
1.06 0.95 0.50
1EE | 23/22
VYN [0.91,1.24] | [0.81,1.12] | [-1.00,0.00]
5~40m! 1. 1.02 1.
8 4EE | 23/18 05 0 0o
[0.89,1.24] | [0.86,1.21] | [1.00,1.00]
X ~NFou— 1.1 1.32 1.
wE | 20/19 o 3 0o
100mg [1.11,1.28] | [1.20,1.45] | [0.00,3.00]
V77
10mg Bi[o]
[10.22:88)]
0.99 0.78 4.02
STLTFYY 28/25
[0.96,1.01] | [0.74,0.83] | [3.00,5.00]
0.99 0.86 5.50
R-ILT 7YY 28/25
[0.96,1.02] | [0.82,0.90] | [4.00,8.00]
Jme | 1212 112 0.88 0.02
[1.02,1.22] | [0.80,0.98] | [-0.05,1.03]
AR YRR
115 0.99 0.02
4EE | 12/11
[1.05,1.26) | [0.89,1.10] | [-1.03,1.02]
0.96 0.78 0.50
1EE | 21/21
BEESD [0.88,1.03] | [0.67,0.92] | [0.00,1.50]
0.25mg 0.96 0.83 0.50
2EE | 21/20
[0.89,1.04] | [0.71,0.98] | [0.00,0.50]
7 RUNRS F . ]
T omm | 2727 0.79 0-30 ;
40mg [0.75,0.82] | [0.25,0.36]
TR e
. 0.90 0.74 2.00
JVIVFA DY VED 19/14
[0.83,0.98] | [0.65,0.85] | [0.00,2.00]
B 0.99 0.87 030
IFZVIANIVA=N 19/14
[0.90,1.09] | [0.79,0.97] | [0.00,2.00]
1.01 0.89 0.50
1EE | 28/29
LTIy [0.86,1.17) | [0.73,1.08] | [0.00,1.02]
100mg 0.93 0.77 0.50
2EE | 28/27
[0.79,1.09] | [0.63,0.94] | [0.00,1.00]

FEHEEG: T T I T2y y T TF U USNOMREORMBIREL. AHKIHE
THREXSEERER T R528% (F48RRIH% AR tmax ICHY) ICFHE L7z, 7 b
737 VIREL0) BB, V¥ 0 TFUIERARS ] BRICEHE L7,
NAHIPES S /AHI G R # 5

AUC:AUCo24nr (TU7 7Y Y ET MNZT F 2 1EAUC)H-0)

AUCH:. CraxHo: ARHIDF 15 R/ AFI I3 5 R

tmaxZE AHIOF I 5 - AR Al JE R 5

E10) 7 b7 I 7 2 oEYHEIE, AFELE4EBRIER NS ROFE K O
G O2H% (WASKE R A A tnax ITHHY) . & SICAKIRAIR S O 2 A% I
B L 7z

J VT AF A —10.25mg (EIWAFETE). TF =T R T Y4 —)10.035mg

J VT AF A — b OEEREY

RADOERSNI-HERCHRIZ, BEE, RAICE. 725 70F F GBETHE
#z) LT, 0.75mgxMBEIC1E, FTFEHTS. 2B, BEOREBIELT
1.5mgZBEIC 1 EGICHEBTE 5,.] Thb.

B11)
#12)
¥13)

17. BRIRREE

17.1 BMERURLECEIT D55

17.1.1 BAKIET S tRR_ESRAERNHER

B - EBTE. RS - BRI RO MR FERARS GREBGENIC
YA w a7 T b)) ICTHBRRO2ERERFEBE 14561 % 0t 5z, AF0.25%D,
0.5%D, 0.75mgXid 7St A% HIE (ZEEHR) 128ME FRE Lz, FEFHiE
HOR=Z5 4 > 6#51288E TOHbALCELE (F/h_Fe Pl £ i)
13, AHI0.25mgHD #-0.90£0.09%. AA0.5mgHD #-1.15+0.08%. A&#|0.75mg
B-1.35+£0.09%. 7FtAR-0.18+£0.09%TH V. AHI0.75mgTLVET L7z
(p<0.001. thE) 22,

HE128/RE TORIFARERE &1, A#H0.25mg*D B3/3661 (8.3%). AH|
0.5mg™) #9/37H1 (24.3%). A#I0.75mgh5/3561 (14.3%). 75K EE2/37HI
(5.4%) THo7z. ERENERA GFEREIEGS%LE) & AHI0.5mgD B TIHED
6/37f1 (16.2%). EREERE2/3761 (5.4%). AHFIO.75mghE TILER K OB LA E
2/3561 (5.7%) THo1z.

51 2B E TOMMAEE OEEM%EEDE S mAEHEA70mg/dLELT) EAH
0.5mgD) BE1/3761 (2.7%) AHI0.75mg2/3561 (5.7%) ICRHSNIH, H=
HOFMFE2LE LT HEIMBEIIRD SN h o7z, [11.1.121E]

1) AROERS NI AERCHRE, HEF. RAICE, T2 7L0F F GRIEFHIR
Z) &LUT, 0.75mgZEIC1E, RREHT S b, BHEOREICEL T1.5mg
ZREICIEHREICHEETES.] THb.

17.1.2 BRSEIKEY S AR _SEREHER (REBRIFEREEBHR)

A EFFOE. IEH - EBHFRIC AR O IR TERARS GREEETC
YA vy aT Y h) ICCHETORIEREEE487H (KRHIBE2806]. 75 £ REE:T70
Bl. VI 70 F FREEL37H]) 2/RE L, AF0.75mgRi& 7 It R%2HE1E (ZHEE
). XiFY I 70U F F09mg#x1H1E GEER) 268K 5 L. FEHEE
DR=2AF4 7 5#526/HE TOHDAICE(LE (BN Zfe Pl + Eass) 11,
AHIBE-1.43+0.05%. 75 ARE0.14+0.10%. BERIE-1.57% (95%(FHEXH:
-1.79%. -1.35%) TdH -7z £72HbAICEILEDY T 7L F FEf& ORI
-0.10% (95% 5 #X:-0.27%. 0.07%) TH V. BMZEDISBEEXE D LRA
0A%KITH B EN S KHIDY T 7 NF RITHT BIESHAREN.
BB, N=A54 U 6#E528FF TOHbAICELE (B/h R Pl £ %R
35) 1. AHIBE-1.39+0.06%. V5 ZLF NEE-1.19£0.08%. BERE22-0.20% (95%
EHX:-0.39%. -0.01%) TdH 7223249,
#5552 AR E TORERARIEI G, AHIB68/2800 (24.3%). VT 7 LF Pt
39/137 (28.5%) TH -7z EARNEM FEHREE2%LL) & AHFE T IAFER
6.1%. EiD4.3%. THI3.9%. MIRE#H3.2%. EHARE3.2%, V5 7LF FETE
ED7.3%. (F5.8%. RAEHES.8%. MR HS5.1%. HHERAIZ 5 FEK3.6%. T
2.2%. BEAPE2.2%TH o 720
55288 F TOMMEE GERMEAMRE X IMEEA70mg/dLUIT) &, AHI#
8/280f (2.9%). VT ZLF RE4/137H] (2.9%) IR 5Nz, H=ZHOFHS
ZREET HEMBEIRD 5N h o7z, [11.1.12H]
17.1.3 EASEIMERERIES R B ER
BHE - EHREICMAANLAZLT LT ©77F A RREH O BFI A T M
3 Y U= AR 2RI E36 LG (RFIBEL81HI. 1 AV ¥ TILF VB
180f) #xtgic, AH0.75mg#BIEIEA > 2 ¥ 7 FL*¥ > %1 HIE26ERR
THE Lz TEFEEEON—R T4 ¥ H» 5% 526K F TOHbALCE{LE (&/
TRPHE ) &, AHIBE-1.44£0.05%. 1 YA YT FILFUE-0.90+
0.05%T® -7z HbAlCZE{LBORERIZ2E-0.54% (95%(EHHX #:-0.67%.
-0.41%) TH Y. BRZEDOISKEEXMO LRA04%RBETHHIEN S, KEIDA
VAN YT TNF KT BIEB SR EN2Y,
#5268 & TORIERARREI &, REBESA/181H] (29.8%). 1 Y AU ¥ T F
FURA/1800 (2.2%) THoT-o ERBUERIE. AHIBE FEREE2%LLE) TET
#18.3%. EiD7.7%. EM6.6%. 1)/ S—EHM3.3%. EMH2.8%. AET2.8%. 1
YAV Y TIIVE VBETIRER. BRI, BRI BRI, KR
JEA%0.6%TH -7z
H526 AR F TOMMAE (CREMEMEMNE X IX M EA70mg/dLUT) 1348
47/1816 (26.0%) A > AV ¥ 7S )L¥ > #86/180f (47.8%) 125 5Ni=h,
EZHOFIF 2 BB LT B EMMIIED SNz o7z,
BEOR—RT A U2 526E TOER (BN PIfE +EHERE) I TAHIRE
-0.48+0.17kg. 1 > 2V ¥ 75 VF L B0.94+0.17kg TH > 7z. [11.1.12H8]
17.1.4 BRSEIMEFERHAFERBRSHER
AH OEBHFBICIA T RO R ERA T T > b o — VA543 2 28U R
BEEZNRIC, AF0.75mg A @1 ES2EFARS Uiz WIThOHAREICBWNT
b, BS5HBMY 5 HbAlcK ORI AE T Ligo . S2BMIC D7z > THRA
Rt L7220,
h#EIFa-7Nayy—CRERRABEROC Y7 7 FREFFRBETED. 24
S LT RIBHRBE RO R 2D VIMEERIB B CARE, F7 V) YV RE
HIGtRBE ML 72
B 5528 E TCOELEIER (REEE2%LE) 3. BO7.4%. EH7.1%. T
6.3%. VU /S—LHEMN4.8% BAFIE3.6%. HILAR3.3%, EH3.0%. AEIBE
2.5%. BEEAPER2.0%. TESHILZ S FERE2.0% TH > 1z,
Be 5528 £ TOMMME EMGMEARMURE X IMBEEA70mg/dLLIR) &, ALk =)L
T L7 AIDHHRICIEMNT 2ERAED SNz h, EEFOFHT 2 REE T S KIME
BOSNEN T, [11.1.15H]



#1) FFEROURAE RIS RO R CHIILED GHEAF—).

p— N (T T, P— 18.4 Z')Lh 353 imEIHER
o | FEYke) | BRI | BMREEG) SRR AAO.75mg U Smg T B TR TS L & &, #2526 W07

2RI LT H 131 | -1.67+0.09 | 0.10+0.24 443 33.6 R 7L h TV REROCERARZOMB 7V ATV RBEDAUC (B%0~3KHH)
a-7Nayy—CHBER | 65 | -1.650.11 |-1.24+042| 323 6.2 B ’\‘;sz’?ﬁ;btw GHEAT=2).
CU7FA EREA | 61 |-157+0.11 | -087£040| 230 3.3 **1§£ﬁ;2;?%}1531ii B LS g R

N : REEIC .5mgz il 3 4 74— W7z

P T RE -1.69+0. .02+£0. . .

FTIVIVERA | 66 | 1692013 ]1022035] 258 6l BT, HAORERSHENS0%HDST 501 Ah B (t50) AH02EMHELEL
HURA 2 HVER | 71 | -1.65£0.13]0.04£026] 366 o9 T BREHRECHT B8 (50) 3. DERSEPRLAS <, AAO2 3RO

F2) R=RF4 Vip552@E TOE(LE (Pl +I5HERM)
¥3) S2HMOFEBRE &
17.1.5 BERFIEREN R ESREERER

B#EO2HE TEAEEREISH L TZhZh88%. 87%KU84%IKEH L7171 (S4E
AT=%)e [9.1.5, 7 7 I/ 7z Ik BFHIX16.75H]

B GEBRFEICMA T, RO MR FEEA TR T > b o — IV AR+5 % 2B BRI
BES5860 (AHI1.5mgE:39141, AHI0.75mghk:19561) %*%tRIC, AHIL.5mgXid
0.75mg %38 1 E52 /M N5 L 7z. BiARADPP-AMEA 05 & (3 AH% 5 5ia R
IZDPP-4REHI OB S 2L U, fthd 2O R T 3015 & 13 4335 O 5 % ikt
L7zo FEFEEEONR—RA T A Vir 532 52658R £ TOHbAICELR (B/N_FF
PfE £ AEHERASE) (3. AHIL.5mghE-1.53+0.04%. AHI0.75mg#f-1.25+0.06% T+
BERIZE13-0.29% (95%f3HEX[:-0.43%. -0.14%) TdH V. AHI1.5mgDAH0.75mg
TR A EEESTR SN, 72 AFILSmgBE R UAFO0.75mgRTcE b IT, X—2
A v h5DOHbALCOETIZ. #5528 % THigE L7227,
552N E COREARREEIE. AA1.5mgh147/39141 (37.6%). &H
0.75mgRE54/19561 (27.7%) Tdh -7z, EXEIER (EREE5%L L) &Z20HB
A AHILSmgRETIHERL0.7%. BD8.4%. THI7.7%. IEERAHIE6.1%. AHI
0.75mg# TIEERL.2% TH - 720
#5528 £ TOMIMEE (MFE#ES54mg/dLY_ E70mg/dLAR) OFBEEE. W
NOBHCBVTH. ARV L7 HIIGED R A > 2) 2 WMEEARIBR R, fth
ORE MR R T S0 R SU AR B % 5512 B L TRV LR 2SR S iz s, 8=
FZEOFHFEMNELE T HEMEIIRD S eh o7z, [11.1.15H]

17.2 SLERSTEAES

17.2.1 ENSHERRGTRERRER (1 VAU YRR & DHAEE)
A VR VBE] (B A VR RATA VR URRE. SUSER/ AR VR
U UHRE) ICTHREPO2RIERIRBE 1596 (RAIEE: 12001, 75 wAREE:3961) &%t
iz, AH0.75mg i3 7 It X ZBIE6GEME TS (ZEER). Z0®BAH
0.75mg% B 1E36AME T#SE GEEH) Lz, FEHMEEEOR—25 1V H 58
516k TOHDAICE(LR (BN _F P £ HH¥ME) 3. AHIBE-1.45+
0.06%. 75t ARBE0.06+0.10%. BRME-1.50% (95%IEHEXM:-1.73%. -1.28%)
THY. RO T T ERICHT 2BEEIRENI. BB, XR—AF1 U 6#552
B E TORABOHDALCE LR (B/N R PIE £ EHERE) 13-1.09£0.07%T
o 7228),
552 R E TICAFIBCRY SN FE4BIER (BHEIA5%E) &, FH9.2%.
BREE7.5%., EAREG.7%. Bi5.8%. TH15.0%. U /S—EHIM5.0%TdH >
7zo
MEIMAE (REREMERITNE X X IS EAS70mg/dLELT) &, #5168 TIo. AHIRE
51/12061 (42.5%). 77w AB12/3961 (30.8%) TRH 5N, AHILEARIA V2
U BEEPHA SN B CEZFOFHT 2 LB LT HRME RE SN, [11.1.1
SHf]

18. EMEE

18.1 {ERKERF
AFNE7 I/ EBEEBRLZL PGLP-17 70 s & MgG4 FeiiiiE ofia sy >~
NOETHY, 73 BERICKVDPP-4Ic LA 0@ICHETIEEZR L, RO
WKLV BGHEER OB VT T v ADMERT 5 Z & CIERA R 52930, ARFNIHE
BHIFEOGLP-1RARICKES Ly MAANCAMPEEZ RS, V)L d— ABERER
A YA Y amETET 530,

18.2 IM#ERETER
2RURE PRI ICAFI0.3), 1.0%), 3.0%) KU'6.0mgh) #HERE M5 L&, »
THOHBRICBWTH T T ARBITH U THRE3H B O ZEER K O &% MBS EAHET
FICAERIE TR L7230,
F 7o, 2RI ICAHI0.75mg 2 BB TG L & &, B526RD7HRA >
b ECHEIE MBEE (BRI RZ2BEN CICRE) PTRNTORS Y FTR=-2
FAVPHETRL, ZOERIIREHETH 27 HRERHE LT

¥) ARIOERRSh-ABERCHRE, DEE., BAICR, TaI7L0F 8 GRIETHEE

Z) &£UT, 0.75mg#z@IC1El, BREHT 2, b, BHEOREICE L TL.5mg
ZHEICIORGICEETES.] THD.

18.3 ZIWI—RAWLEEA VAU V5 tER
Ty b YR ) —<HARE IS v MR =7 A FIVEHROBEMEZE FV
in vitro A ¥ AV Y FWHEREBRIC B W T, ARANZ 7L T — ZERERET TIEA 2 R Y
CUHUMERERE T, BBEEFTTA R Y WETES S, £/2. GLP-125A
AEEHEICED oA Y2 VRTUERRBHEES W, 7y FRUOA=I74F L%
R\ zin vivo 73— ZEHFREBRICB VT, AANI YL I — ZEEITIKERZA > A
Y Y IER 2R L7239,
QRIBERIR B ICARH L.Smg 2 BEE TG Lz & &, VL a—R28E5IckD 1>
2 Y OEIEFW (FV3—ABEEEZP» S 10534%) ROE2MEFW (Fba— %
51053%75180573%) ICBIFAIlihA > 2 VBEAUCKK. IR REGHICHL

1

9. BRI ICEET IBLFMFR

—fRIEFRT 2T LT K (GBIEFH#%Z) [Dulaglutide (Genetical
Recombination)] (JAN]

H: T2 7VF P&, BETFHEBIMANES N VETHY . 1~31FE N
ZRIE TV H T URRTF R, £7:48~275F HIIER ¢ MgG4n
FCRAAL D520, 2, 16, 30 57, 63KV6AEEHDT I ) BBFREN
ZNhZNGly, Glu. Gly, Pro. AlakUAlalc@ERENT WS, T257
LF RiE Fr A Z—ANLAY —IIBMilar SEESNS, T257L
F Rk 275D 7 IV BEERE, SR HY T 1=y F2UED SRS N5 H
&N E (3 FEHI63,000) THS.
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