e,

*x2026F9HET (FE12k%)
*2026F5HNET (BE8114R)
BB E2~8CTRE

HARERRIEES
87 2499

H3NHARS: 24 » A REGLP-1 S MM EENE
Fa1SOWF R (BLEFERR) F5R

ML 27
ML 2T

e T 7 AR
Toms 2T 7 R

TRULICITY® Subcutaneous Injection ATEOS®

A HR B

B3 \ 0.75mg 1.5mg

bUYSE {25 S FRES | 22700AMX00701 | 30600AMX00141

F) ER-EREONAFZICLVFERT S ARG 201559H 202557H
DETHNIE, TOVHETESICKREL, Z0BEHLH,L

2. 22 (ROEBICIIBSLEVTE)

2.1 KHI QRSN UIBBEE D BERE D & 5 B35

2.2 R b7 Y R — Y A, WERRE S RS, 15
BRBOBE [ 2 VBANC X 2EPH BB A
RBOT. KA ZHRETRETHN.]

2.3 ERERPE. FHEOFA0BE [V AU VBAICES
MEEREAEENZ DT, AAOBREIZES 710]

3. #mk - K
3.1 #8mk

LY YT ERE| ML VT 4 B RiE
0.75mg7 74+ % | 1.5mg7 7% %
¥y bth Fa251Fy b Fa25
BRI JIVF RGEETFHE Z7VF RGEETH
#x) 0.75mg  |#x) 1.5mg

g S WAVFN/ 1L 1.37mg

ARV ILR— 180 0.10mg

BENEF v A = —ZANLRY —IEMEZHwCEESh S,
3.2 HEIDMHR

Wi FLY ST FERE| MV VT 4 R
0.75mg7 7 A 1.5mg7 74 A

EEEGEHEY VR FEARICEY
FErE FLAavEx—Y 3 Y8R (Fy ML

i)

R - FE MEEH DR EAH)
pH 6.0~7.0
RERE -
(EEEERICNT 5 )

4. WEENIFZHR
2EMERRIR

5. HEENIFHRICEHET R
KAIDOER L. & 55 COMRRAROELTH 5 BHFRE, &
BREE T AT L E TRV AT BB EICROEBET 52
&

6. iERURE
BHE. KA. T2 270FF BETFHEBZ) LT,
0.75mg#%BICIE, RTEHT S, B, BEORRBICSUT
1.5mgaBEIC 1 [E#HRSIERETE 5,

7. BERURZICEET %FR

7.1 AFNFEIES T 2EFHTHY . FA—RBHICRSESE &,

7.2 5 ENHAE. RERSETOMMAP3HM (7216H)

(1)

OEDBHICKRET S &, REKRSETOHMAPIHME (72
i) KRB THNIXREET, RO 5P LOEDZBHICHRE
T52L. B, BINKRESORAZEET 20EHNHH5EE,
HIER G2 6 7% < B 3HM (728KMH) D EMREEZET2 2
&

8. EERELRNIE

8.1 KANIA > 2 ) Y ORBETII LV, AFDESICEEL T,
BEOAS VA VERFREEZHEZRL, 5O B2HNT S
Lo FEIIBOWT, 4 VR VKRFREBOEET, 41V RY U
5GLP-1ZAMESZICYI 0 B 2. S4B & O RRE
N7 Y R—= Y ABER LEFSHRE SN TV,

8.2 {59 AIGAICIE. M. R EHMICHEL. EHORE
ZHEND. 3~4» ABKRE L THREIA D RBEICE. &V
W EEZ SNDRBENOEERERT 5 &

8.3 AAHNIFeHiEBAITH D . AAIFILE B RIFET 2 A HE
Bhs7-0, MEHEOEECEIERATH. BIfEARRROLEIC
DWTHBEET S &, [16.120#]

8.4 ARNDFEAICH - - Tlx. BEICHR L. EIMEERR 20Xt
WHEIZDOWTHAHHAT A2 & [9.1.30 11.1.1208]

8.5 RIMEAH S5bNB I EANHBHDT,. BAMEE. HBHOER
HBIIRELTWARBFIRETHEEIERT S L, [11.1.1
%]

8.6 BMERIHEHT S EAH S0 T, 2EBAOMIER (B
&S RN R L WIERS) b s bhizigaik. %S
IEL, HEPICEMOZW 22175 &HEET S &, [9.1.2,
11.1.3308]

8.7 BElRENSKEALIGA. BHBROTTREEEZEZEE L. BB
B CTHBRESICLPRRBEER2EET 54 L, HEICHET
52 &, [9.1.2, 11.1.32H]

8.8 JHAAE. MHE., HEXRIIMEITS ~HHEESRET 287
NH 50T, EREOEIERYSASNIZBEIIE. BB
CTHBRESIC L2 RABEZ2ZRT 4L, BUICHIET %
Z &, [11.1.620R]

8.9 S IMAED > M u— L OEF IV, BERIFREEE O WEIEL
NSEEFHOSDONEZZENDHHDT, FRETHI &,

8.10 KA S HIL, FRFEEHEDEROFEEZHERL. BEIR
OOoNTH/AEIE, EMEEZZTSL5EHETHI &, [15.2
%]

8.11 XAl ECEEICH - > TiE. BEICTDRHE % £
Uizt BEEHOHEIKRETEZHZL2MHRE L LT, EBliD
EHEEOL L EMT A&, T BEORERFEREFEICO
WTIEEA2HIET 52 L. BTSN TOLAEIRGHHAZ 2095
XOEET B L,

8.12 A#| L DPP-4[HEANL TN GLP-12 Ak %/ L 7z SR
TERZE LTV, WAlZ0H LBROERRBERE <.
AR OCREEIIER SN TR,



9. HEDNERZFIHEEICHAT S ER

9.1 GHIE - IEEEDH D EE

9.1.1 EEBTFEMEEDEEDNBHEEDGHZEE
FRZEEI <. EBRECERIELT 2BEFNLDH 5,

9.1.2 BROBIEEDSH B EE
[8.6. 8.7. 11.1.3%M#&]

9.1.3 EIMEEIEC T BZNHHIUTDEERIFINRE
B R EAEREA S T HRER S
CREARRE, HUEIRE. FHBIZEHER, SEENEOAR
X IIEFFIRE
« FL W LES)
BEDOT IV — LB

(8.4, 11.1.1=H8]

9.1.4 [EEFMDEENIE A LY ADEREDH B EE
BHEZSELA VI RAEZRBITEBEINSH S, [11.1.451]

¥9.1.5 2BRMEN(FRVEFTOEE
GLP-1ZB{AE8# X 13 GIP/GLP-1 2 A A E#E 2R 5hD B
HIIBOVT, MRIOMBIEREZESFLZICL2PDET. 254K
B IRV EE N CRRIEDAE CIERI R E s hTwb, AL
BANAHHLEBEERAPD D, BENAMRE ) AV PEES5BEN
BHb. [18.551]

9.5 1FiE
IR SUTIEIR L T WL B ATEEE D & 5 I IEAF 2 %583, 1
YA VBRI EERT A &, JIRT v GV HFITKA (b
MELEAA.Smg% TS5 L BE 0 MBEFRERD34X
F10fELLE) 2BELBA. BEMOBEHBORA K UFE
DETICERLBREOKEEESBRANOXENTD SN
721205, BIRFZORAIA DO F v MARF (b MIELEARA
1.5mgx R T HEE LHEOMEFEERED13E) 2H/5 L1
e MEHAERICEHERENSRO 5 N5, FiERT v b
AF (b MGELEAA.Smg% E NS LIZBE o M hgeE
BO71E) 285 LG4 REEEETED SN 57295,

9.6 1%L
BB LOEREROBARBEORARELZER L. BRI ORI
Ik EEEFT 22 & RROIITHANOBITIIANHTH 5,

9.7 INRZE
NREFEZWNRE LI-BER RSN ZEE S U BREERIEE
HEL TR,

9.8 &
BEOREZBE LAV SEEICKRE TSI &, —fRICAETIKAE
PETRLTWVRSEZ ENEV, [16.6.35H]

10. #HE{EA
10.2 HAER HAICERTBI L)

HH %% HRRAEIR - 1EE W - fERERT

PR % RIMBEOFFICERT 5 | MR TERA S HEES
EU7FA RREH |2 & FRICALKRZ LY [ N5,

ZNVAZLT LTHE | LT AL EHEAL A

BWRIBIA VR V5 | IR A v R

IMEAEA] Y U BIFI PR A5 A
a-7NaATy—¥ | KMUED ) R T HBEMT

FEEA BTN HDH, b

FTIVDUREH | OEF AT EHBE.

DPP-4FHEH] BIMBED Y A7 %2 8T

A >R > BIE| =%, ThsDEH D

SGLT2BHEAIS% HERERET S &,

[11.1.1288]
MAERE RERARRS | MEE. ZotEE R | MEEETER RS
N5 HH| BETDICBELENS | Wb,

B - A B35z L,

T 7 I UEBELEER

(MAO)FHE A%

[11.1.1208]

HHIZE BRRAER - B W - a7
MAERETER AR S | MFEE. ZothBE ok | MR TERARE S
N2 FEH| Brt+a3IlBELLEYS | hb.

TRLFUY B5952&,
BIEREATOA R
FRIRAILE V%
7<) v REH| TIVT 7V 2 DitmaxB 4~ | KEI D BNEHEHE
TNT 7 YAY T | SSREEE L7z & O | EAERICE .
N PhHb,
[16.7%H] FHE(TF L F N)chHim
S INRBEM A RS &
nTtns,

11. 8IfER

ROBERBHEbNBZENHBHDT. BEEZTFITITH. B
EPRDOONIGEHRICERELZHILT 245 E#YLABEZITS C
&
11.1 EXZEIER
11.1.1 {KI¥E (BEEERHA)

ISR (B BEOZERK. T, FEEA. BiE. I’
B, HE. oF0», BX. IREES) PHobhslerdh
%, £72. DPP-4HEHIT. ALKV Y L THIEOHATE
ELBMEERSSSbh, BEEEZRIMABHRESATL
%, RIMEERPRO SN -BEE, BEEZSUEMZENT S
REBYLNMBEITO L, 1272 L. a-ZVav ¥y —EHEA
EOPHBE T NOEEKRST 52 &, [8.4. 8.5, 9.1.3,
10.2, 17.1.1-17.1.5. 17.2.1%8#]
MA27FT45FY— MBWERE (WITNHEEERH)
#ifz, OSEE. W - BEZE, HRRESORESRD 6N
TEEEICIIREEFIL L. BYLABEITH 2 &
11.1.3 SRR (0.1%)

MEH: % £ S FE R S L LIRS ORENRD S NIZGEICIE#
Sk L, BULZMBEITH &, /2. BREBHISNIE
Hl23, AREERE LRV &, [8.6. 8.7, 9.1.28]
11.1.4 4092 GEERHR)

BHZEZELA LI AZBITBEZNDH 5. BEOEH. B
fEs. Rk d M8, BHEORENRO 5N -BEICEREE
kL, Y RABEITY 2. [9.1.45H]
11.1.5 EEOTHL. Bt (WIhbIEERH)

BEOTH., B2 SPKERKEL. BEERBECES72HLH
HENTWVWD,
11.1.6 BEER. BEER. IETS5>HMEE (LI NS HEEREH)

[8.82 7]
11.1.7 FH&EERE (SHEARE)
11.2 ZDfthDEIHER

BIfERISE | S%LIE | 1~5%Ki 1%Ri# BEREREA
TEBEE D 8% K| M OB IR
ANED PREMREE/
HEERET
ay 72
Hibas Ef, B ANEOE. M| Btk
O B [{ERE. B, BB, B <
AR, | O BR
ey BE
i
FFREE REARE
AR 18 PRI A ERE
TESHERAL I 4158 AL R S
(KLBE 2EHE
ZO R, &
k. FZE)
WAE B OE RS
(TFHE.
&)




BIfERS | 5%BLE | 1~5%Ki 1%t SN

Z DAt W

D) DEMOBIAERIIC A5 N B A BEORES 310 BE L, BREARD
SNIHAITITE 2 UB /TS T &,
H2) BET0v /AT RESICRET AHAICR. BEOREEHIICBEL, B
HEHROONTAGEIIIEY LB Z2ITH> L.
14. BRALDIER
14.1 EFNESHIDER
EABOBENRZEES W &, ERPECEBHTEHEN 2
W EEHERTHI &,
14.2 FERRZSEOFR
14.2.1 BRESHEZ. BEE. RBEEX I EREERICIT S o [H CEAZO
FCEST 254, BEESTSEMEEET S L.
14.2.2 FANZHERETICETRET 52 & BIRNKRUHRAMNIC
BELiznwZ &,

15. ZDthDER

15.1 BRRERICED < fEER

15.1.1 0.75mgBAI &R EF O E N SEIAH R R RBRIC BT 55T 2
S 7 NF RHEAOFREE131.4% (13/91061) TH -7z,

#x15.1.2 2H| & ORRBEMRIZHS »TlE B WA, GLP-1%A4/ES

B 5% 1R R MERTIRRE MR ARE (NAION) ORI
A7 EMORREN: 2 "R 2 BEMAZEIHES LTV S,

15.2 JEERFREAERICE D < 158
Sy rERAVWEEHSARERBRICB VT, FRIRCHI TR E
VEE (RERCEOAHE) OREHBEOHEMFRD N (b
MZE1EIARK.5mg% T #5 Lzi5& 0 mEHREEO5.865%
BE)e rasH2F SV AV 22w I3 A2 HAWIZERP AR
RHEBETlX. BEOREIIRD SN - 7296,
FURBRBERRIE O BEE O & 5 BE T CHIRIRBERE I S REN S
WIEEE2BIORER D H 5 BEIINT 2 AF DR EMEITHEL L
TWViL, [8.103H]

16. E4EhE

16.1 MANRE
HA N 2B PRI BB 24611 A#I0.75mg 28 L B KB TS Lz & &, 1EBE RS
[EE#EGHOEMBEZ M Lze T25 7 LF FOREH (t12) 134.5H (1088
) Tt b, HES5EEIZBIT2AUC 1680 BEFREL1.45TH o 720

WYL/ ST A — 5 ROMBEHRERR Z LI TRIRTD,

AUCG. \
A 0:8/‘“ Cnax tma®) | 2% | CL/F | Vz/F
i “fn b " | (ng/mL) (hn) 0y | wh) | W

50.33 108
img | ga| 5860 46.3 user | 1. | 00764 | 119
@1 22) ' : 2 | @4

9467) | 145)
. 4800 | 108% \ ‘
8570% | 67.7 008755 | 13.6%3)

SHE |24 2267 | (71.7-
@1 24) ey | @5

96.48) | 167)

CL/ERPIOI YT T2 A, V2/RREDP T OFHER
HAEIME (ZE %)

L) RRfE ()

H2) MePHE ()

3) N=23

100 4

—— 1EEB#S5 (N=24)
3 o =
T w0 —o— S5EBHS(N=24)
o]
£
i
60
=’©
'S
=
N 40
..’-1
1
#+
20
=
07 r T T T T T T 1
0 24 48 72 % 120 144 168
# 5 #%EERE (hr)

B1) HAA2ZIE RS EE ICAH0.75mg 258 1 B RE KRG Uiz & 0 1B KRUS
EE#&S5#OMEEF T 27 7V F PIREHER (THEHTZERZ)

HAN 2RISR B 76 AA]1.5mg % 38 1 SR RAER N5 Uy 1EEH KR US5EEH
BE%OBEMENE R FHE L. MBI/ VT X —F ZDITITRY S, [8.320H]

AUCo, .
N (0 lfs/h’ Cinax toac | 1089 | CL/F | Vu/F
ng - nr,
w5 i] L | teml) (hr) o) | why | @
72.00
1090016) 87.8
e |7 ) (48.00- ; - ;
72.00)
48.00 108
18000 152 00834 | 150
SEE | 7 (48.00- | (94.3-
@31 (40) 3y | 68
72000 | 131)

CL/F:RDPTD 7T 5> A, Vz/F:RP T OFFERE
BPIfE (ZER%5%)

4) HhoRfE (i)

HES) HAPE (HEE)

*6) N=6

16.2 DRUR
R AASHNC3D DR % %5 (. LB &R ORBEEE) 1CA#]1.5mg % B
BT#G Lz e &, BHRE5ICHT 2N T 7L 58 51 [AUCo-kt
(90%fEHX )] 1¥. L#T0.973 (0.941, 1.01). KEEET0.989 (0.956.
1.02) TH -7 FEAT—%),
RIS ARF0.75mg X i3 1.5mg & HEE R 5 L7z & EDMEFIINA AT RS T
V7 1 OIEEIEIZ65% KR VA7%TH - 7210 HEAT—%).

16.4 {3
AANE —fRAI7R S VS BALRKIC K > TT7 IV BICHRSh B EHEES NS,

16.6 HEDERZHEIZEE

16.6.1 BiHEREEES
BREEHHRE (FLT7F=0 2752 A>80mL/min) 166, BEBKEERE
BE (50<Z7VL7F=r2) 75 Z<80mL/min) 8fl. HhEEEHAERE Y
(B0 VL7F=r 7Y 75> A<50mL/min) 8fl. EEEGHAERERE (VLT F
=277 T A<30mL/min) 8fRk OIMKEN %% TV EREEHEEEE 3»
AL EMEER %% T\w5) SHlICAHL.Smgx BEK NS5 L-RBRicBL T, B
WHEEHWERE IOt T 28, FEERUREBRERERE. MEH2ZI T3
KRB REBEREDAFDAUC-DH (90%FHXA) &, #h2hn1.20 (1.06.
1.35), 1.28 (1.13. 1.44). 1.14 (1.00. 1.29) %T*1.12 (0.995. 1.26) TH -
7zo F72\ Cmax®t (90%EMXM) &, #h2h1.13 (0.963, 1.31). 1.23
(1.05. 1.43). 1.20 (1.02. 1.40) %&*1.11 (0.950. 1.30) TH o710 (FHEA
F—%),

16.6.2 FHikEEREEE
AR REIEHH R L 10, SUEATHAEREER#E (Child-Pughs8A) 661, S
HERRE B E (Child-Pugh®EB) 6fl. MEZMFHkEREE%E (Child-Pughs%C) 361
OAHI.Smg & B TG U7z BRIC B WL O FIBEIE R BRSO o A, s
ER OB SRR ERE DA DAUC)-DH (0%EEXME) &, 2h2h0.774
(0.649. 0.922). 0.669 (0.556. 0.805) %1'0.791 (0.632. 0.989) TH>7zo
F72. Cnax®lt (Q0%EHWXM) &, £h£h0.791 (0.654, 0.957). 0.703
(0.582. 0.849) K1*0.761 (0.597. 0.971) TH-7:12 JEAF—%),



16.6.3 SEE
2R ERE (2961, 65~76/%) ICAKI0.5%13), 0.75%131.5mg% A1 E63ERH
RERTHEG LRz iTo7: GHEAT—%).
T 2 U PR P R IO AHI0.75mg 29 5 L e L E DT 2T VL F RO THE S
A=Y TIRTY BHEAT—%).

AUCo-168hr . :
ARA N (0;]68/" Crax tmax®7) t12#8 | CL/F Vz/F
ng - nr,
#5 6 (ng/mL) (hr) (hr) (L/hr) L)
mL)
1.
4630 37.7 L7
1EE |11 (12.0- - - -
(31) (33)
95.2)
48.0 13159 )
6730 51.6 0.111 | 19.2#9
6mE |11 32) 30) (24.0- (107- 32) 19)
72.5) 189)

CL/E:RAPFDOZ VTS5 A, Vz/FRP T ORER

B EE (BBIRE%)

¥7) HRfE (HEH)

18) MAITHME (FEH)

#9) N=9
BHEFSEY BT QBUERBEE4A87H. 5 5 HAANLS2H]) 2B VT, 65K
KRO6SHEL EDOBHEOEYBHEOMICKZ ZBEVIIRAD SN LZVH D EHEE SN,
[9.8%H]

16.7 E4EEER
ARETERT IV 722 YY) FYRLB, A b Toa—)LId, LT 71 16
ANRLIVID, ITFYVE T RUNRYF U9, BOBEEKOROY 5 7)) S
F 2D & G L M AR RBOERE TRIORT WEAT—%),

PERSEICR T BB
pa— AH N AUCfI: Conasbt tmas 2 ()
®5 [90% (5 48 [90%(E% [90%(E %8
X ) )
AH gkl %38 1 B RKEKE %5
0.88 0.64 1.00
1EE | 22/22
[0.85,0.92] | [0.59,0.70] | [0.73,1.73]
FERNTI) Ty
. 1.05 0.94 0.02
1000mg=10 ABIE 122211 61 1.08) | 087,103 | 10.50,0.53]
(18550 o oo o
4[EH 1.00 1.04 0.02
| 22721
214 [0.96,1.03] | [0.96,1.14] | [-0.50,0.09]
AH3mgit % 8 | B R TS
0.89 0.50 2.15
1EE | 8/8
[0.83,095] | [0.43,0.59] | [1.02,1.73]
FENTII Ty e 096 o7
1000mgit10 4EE | 8/6 : : :
[1.051.23] | [0.82,1.14] | [0.00,1.48]
[18.5%1]
amE | 1.05 0.97 0.49
24 [0.97,1.14] | [0.82,1.14] | [-0.03,1.02]
AHI.5mg % BE TS A1 E R ER TS
1. ) -0.
1EE | 23/22 06 0-95 0-50
YIS [0.91,1.24] | [0.81,1.12] | [-1.00,0.00]
5~40mg 1.05 1.02 1.00
4 23/18
kA [0.89,1.24] | [0.86,1.21] | [1.00,1.00]
X Fau—) . . .
wm | 20710 1.19 1.32 1.00
100mg [1.11,1.28] | [1.20,1.45] | [0.00,3.00]
V77
10mg Hifn]
[10.22H]
S-INT 7)Y 28/25 0-99 0-78 402
[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]
omE | 1212 .12 0.88 0.02
[1.02,1.22] | [0.80,0.98] | [-0.05,1.03]
A MRV VRS
115 0.99 0.02
4EE | 12/11
[1.051.26] | [0.89,1.10] | [-1.03,1.02]
96 78 50
1EE | 21/21 0 0 0
SEED. [0.88,1.03] | [0.67,0.92] | [0.00,1.50]
0.25m, .9 R .
g 2m8 | 21720 0.96 0.83 0.50
[0.89,1.04] | [0.71,0.98] | [0.00,0.50]
RN T 0.79 0.30
7| wm | 27727 B
40mg [0.75,0.82] | [0.25,0.36]
RS B[]

PERZRICN T 25
i AFH| N AUC{:!: Cmaxtt tmaxZ2 (hr)
Eite=3 [90%E 18 [90%f5# [90% {5
X ] X ] [XFH]
N 0.90 0.74 2.00
JVINVFANES VED 19/14
[0.83,0.98] [0.65,0.85] [0.00,2.00]
. 0.99 0.87 0.30
IFZNIANTYA-N 19/14
[0.90,1.09] [0.79,0.97] [0.00,2.00]
1.01 0.89 0.50
\ 1EE | 28/29
YET)TFY [0.86,1.17] [0.73,1.08] [0.00,1.02]
100m, .9 A .
g 2meE | 2827 0.93 0.77 0.50
[0.79,1.09] [0.63,0.94] [0.00,1.00]

FAHEG: 7L VT I T2V H ) TF LSO HREOREMBIRE X, AH B 6 R

THREILEBRER 5 2H% (4805 AR tnax ) ICFHE L. 7 b

737z V3E0) B, V¥ 7Y TF VARSI HBICEHE L7z,

N:AHIFER 5/ A FI F 5 5 B

AUC:AUCo.240r (TNT7 7 ) ¥ ET MUNAY F 2 13AUC).0)

AUCH:. Cax e AHI B2 505 /A FI TR 5 1

tmax 2 ASAI OIS 5 B - A AIFE R 51

E10) 7E b7 I 7 2 OBYERRIE, AHKIE 1 [E 4508 R RAE RN % 5 o #) [ K O
KESO28% (WA AR tnax THY) . & 5ICARIRKRS O 20R% I
Bl L7z

E11) V7 AF A —10.25mg (EINAKFERE) . TF LI T I4—)10.035mg
F12) JVHAF X — b OEEREY
F13) AFOERSN-ABERCHRE, BEE. RAICE, T2 705 F GBIEFHE

Mz) LT, 0.75mg#BIC 1B, FETREST S, kB, BEORBIELT
1.5mg#BEIC 1S IHETE 5. ] TH 5B,

17. BRIRREE
17.1 BHERUREMICET DHER
17.1.1 BRSIEY S R _ESRAERNHER
ABE - EPTHE. IRE - EBREICN AR O MR FERARS GREMGNNIC
TawYaT T b)) ICCABRTO2ERERBBE 14561 % x5z, A#I0.25E1),
0.5, 0.75mgXix 75t AR %2MIE (ZEHEHK) 128ME THE Uz, EEHE
HON=Z5A > 65120 R E TOHbAICE{LE (BN FHfE + fEHeass)
&, AHI0.25mgHD $-0.90£0.09%. A#AI0.5mgED #-1.15+0.08%. A#I0.75mg
B-1.35+£0.09%. 75t A RE-0.18+£0.09%TdH V. AH0.75mgTLVET L7z
(p<0.001. thEE) 22,
HE128/RE COREARERE S, A#H0.25mgHD B3/3661 (8.3%). AH
0.5mgil) B£9/3761 (24.3%). A#AI0.75mghE5/3561 (14.3%). 75t EE2/37H1
(5.4%) THo7z. ERENER GEHREIEGS%LIE) & AHI0.5mgD B TIIED
6/3761 (16.2%). EREERE2/376 (5.4%). AHIO.75mght TIXEM K CELHH
2/3561 (5.7%) Tho1z.
51 2B E TOMMAE OE M E DRSS mAE#EA70mg/dLELT) EAH
0.5mgD) BE1/3761 (2.7%) AHI0.75mgB2/356] (5.7%) ICRHSNIH, H=
FOFHFZMEE T HEMBEIRD 5L h -7z, [11.1.15H]]
1) AROERS NI AERCHRE, BB, RAICE, Ta257L0F F GBIETFHIR
z) LT, 0.75mg#IC 1, ETREST 5. 8. BEOREIZS U TL.5mg
ZREICIEHREGICHERETES.] TH D,
17.1.2 BRSNS tRMB -SSR (REMBIFERLERAR)
A - EHEE. IEH - EBHREICN RO MR FERARS RGN
A v a7 ) ICCOEREROEIRIRFEEEA’TH (ARFIB:28001. 7Tt KEET70
Bl. VI Z0F FEEL37H]) 2/REL, AF0.75mgRiE 7 It R%2HEIE (ZEE
). XiFV I 70U F F09mg#x1H1E GEER) 268K 5 L. FEHEE
DR=A54 > 65260 E TOHbAICE LR (BN _RPiol +1EHEHE) &,
AHIBE-1.43+0.05%. 75 ARB0.14+0.10%. BERI3E-1.57% (95%/(FHEXM:
-1.79%. -1.35%) TH-7zo £7zHbAICEILEDY T 7L F R ORI
-0.10% (95%fEHEXRT:-0.27%. 0.07%) TH V. BEMZEDISBEEXME O LRA
0A%KIMTH B EN S KAIDY T 7 NF RITHT 2IESHENTRE NI,
BB N=2A54 2 5#%552EKE TOHbAICELE (B/h R Pl +1Eres
3%) 1. AHI#E-1.39+0.06%. V5 ZLF REE-1.19£0.08%. BERE22-0.20% (95%
BHEXR:-0.39%. -0.01%) T - 72329,
#5552 AR E TORWERARIEI T, FHIB68/2800 (24.3%). VT 7 LF M
39/137f (28.5%) TH o7z ELEINEM (RBEIE2%LLE) &, AHIBETIRER
6.1%. EiD4.3%. THI3.9%. MIREH3.2%. MHARE3.2%, V5 7LF FETE
ED7.3%. (F5.8%. RAEHES.8%. MERHS.1%. HHERAIZ 5 FER3.6%. T
2.2%. BAPE2.2% TH o 720
55288 F TOMMEE GEIRMEA MRS X IMEEA70mg/dLUTR) &, AHIBE
8/280f (2.9%). VT ZLF RE4A/137H] (2.9%) IZRH 5N HE=ZHOFHF
ZREE T HRIMELRD SNahp o7z, [11.1.155H]

17.1.3 BASEIIERERRIES RS
BE - EBFHEICNZ ZLAZLT VTR E77 54 R RER O BH U A T M
Y b= VA5 2B RR R E 36161 (ARAIBEL8LH. £ 2R ¥ 7T ¥ VB
180%1) #xtHic, ARA0.75mgZBIEIIEA > A > 7 I 0VF > %1 H1E2638[H
THE L, FEFMEBOR—Z 5 > h 5 #5260 K E TOHbALICE{LR (/)

“)



TRPIE £ EHEEEE) 13, AHIBE-1.44£0.05% 1R YT FILFUEE-0.90+
0.05%T& > 7z HbAlCE(LBEOBMIZ1E-0.54% (95%(F4EXH:-0.67%.

-0.41%) TH V. BREEDOISUEFXE D LRA0.4%RETH B EN S, KHIDA
YR YT TNF INT BIEL NSRS N,
#5268 E TORIEARREI A RFIBES4/1814] (29.8%). 1 Y AV ¥ 7T
FUBA/18061 (2.2%) THolz. ERBWERIZ. AHIBE (BHEEG2%L L) TET
#18.3%. BiD7.7%. HH6.6%. 1)/ S—H#13.3%. IEMH2.8%. AMETR2.8%. 1
YR YT IIF VRETIRER, BRI, RER, AR, R
@D %0.6%TH -7

52688 F TOMMBE GEMFEHEEMIE X1 MUEEA70mg/dLEIT) &AHI#
47/18161 (26.0%) A > AU > 7T )L¥ v #86/180f1 (47.8%) I3 SNz,
FEEZEZOFHI2RELE T HRIMEIZD SN Eh o7,

FEOR=ATA V526 8E TOELR (BN TFHHE +EHERE) I IARFBE
-0.48+0.17kg. A > AV ¥ 7 F)LF U R0.94+£0.17kgTH o7z, [11.1.12H]

7.1.4 BREIMEBFSRHBEERPIRSHER

B - EHFORICMA T, BOMURERE RREBH CIRE T > b o —)VR+53 7 2B RS
BEEZMNRIC, AHI0.75mg % E 1 EIS2EMMHZSES Lz, WThOMRBEICBLT
b, BEHETH2? SHbALCKR UZEERIIEAME TR Liao . S2EMICh 7 > TRRY
e L7220,

KB a-7 N3y —CHERMFABEROE ST 1 RREAFHBETHD, 2Lk
SV LT RIGHRRBE R OEENEL A > R VA IMEERI B TAE, FT VYV RE
HIBERBE T L 720

G52 R E TOFELBIMER (RREE2%E) &, BD7.4%. FR7.1%. TH
6.3%. V/8—tYH#IN4.8%. RAKBIE3.6%. HILRE3.3%. EMH3.0%. HEiEH
2.5%. MEERARBIR2.0%. HEHERALE S EE2.0%TH > 7.

Fe 55280 £ TOMIMEBE (RER RIS S A 70mg/dLULTF) & ALA=)b
v L7 BB RR IS0  B A AERD S iz, EEEOTT 208 & T AR
BOohahro7z, [11.1.15H8]

1) FEMOABRERIRSRBOME

-

e N Hb/(\o/i;ﬁﬁ) {REE) (kg) | BIEFAE (%) | ARIEEE) (%)
ANAZINT LT H 131 | -1.67+0.09 | 0.10£0.24 44.3 33.6
a-7Vayy—YHEAR | 65 |-1.65+0.11 | -1.24£0.42 32.3 6.2
E77F A N REEH 61 | -1.57£0.11 | -0.87£0.40 23.0 3.3
FTI D REEA 66 |-1.69£0.13 | 1.02+0.35 25.8 6.1
HEHEA VAV VPR | 71 | -1.65+0.13 | 0.04£0.26 36.6 9.9

H2) R=2A5A VP E52AETOELR (PIfE +EiHEias)

¥3) SZEMORREE

17.1.5 EREIMERZNR_ESREERSHR
B EHFFICNA T, RO RSB TIRE 2 > b o — I UA+53 22 2B0 R
HBES86H (AHI1.5mgh:39161. AHI0.75mgh:1956) %%Ric. AHI1.5mgXid
0.75mg %38 1[8]5238 K TH5 L7z. BiREASDPP-4BER O B& 13 ARIB 5 HiaE
IZDPP-4[HEHI O S 2 H1E L, MR CIMEERE RO 5 & 13 4 %A D&% 5 2 ki
Lizo FEFHHEEHON—R 51 ¥ 158 5268R % TOHbAICELE (B/h 3P
PIE + ) 13, AHI1.5mghE-1.5310.04%. AHI0.75mght-1.25£0.06% T+
BERIZE13-0.29% (95%fEHHXM:-0.43%. -0.14%) TdH V. AHI1.5mgDAH0.75mg
ST B EBEATRE NIz, T2y AHIL.SmgBE R OAHI0.75mgBETE BT, N—2
T4 2H5DOHbAICOE NI, #5523 M F THifE L 7227,
B552EME TOREARRE . AH.5mgh147/3914] (37.6%). AH
0.75mghkt54/19561 (27.7%) TH -7z, ELBIER (FREE5%LL) &20HB
&3, AHSmgBETIIERL0.7%. Bi8.4%. THI7.7%. MEEAHERE.1%. AH
0.75mgB CILERB.2% TdH > 720
552 A F TOMIMKE (MIEESImg/dLL E70mg/dLAK) OB, VT
NOBICBWVTYH, RAZY L TRIULESEI A > 2 V3 EERI PR, fth
D% I IS e T S 3 PR By SN AR 7 B 52 LR U TR WE R SRR S iz 8, 8=
HEOFT 2 BEE T HEMBEIRD Shieh o7z, [11.1.1208]

17.2 RUERSTHRAESE

17.2.1 EASSERRGTHRERRTER (1 VAU YRR & OHBEE)
ARV CBF] (B R B REEA R VEE, SRR/ BRI VR
Y URRE) ICTHRBERO2RIERRERE 15961 (RHIBE 12061, 7S5 AREE:396) &%t
RIZ. AH0.75mgRE 75t RAZBIEI6ERME TRES (ZEER) . TOBAKH
0.75mg% A1 E36:AME M5 (EEH) L. FEFMBEEON—RAT1 V168
516 TOHbAICELE (B/N_RPHMELBEERE) 3, RHBE-1.45+
0.06%. 77t AE0.06+0.10%. BEI#E-1.50% (95%EHEXM:-1.73%. -1.28%)
THY., FROT T RIIKT 2EBRENIRSN. BB, XR—=RAF1 U H» 5552
R E TORABEOHDALCE(LE (B/N P9l + fFH¥H%) 13-1.09£0.07%T
Ho 7228,
BE52AR & TICARAIBETRY SN EREIER (BHEAS%LLLE) 3. #559.2%.
BAEET.5%, IEHATERG6.7%. BiD5.8%. FHI5.0%. V) /S—E#hN5.0%TdH >
7zo
(RIMRE  CREMEMEAR RS S I3 MBEE A 70mg/dLULR) 1. %5 16ERE Tl AHIE
5171206 (42.5%). 7 AR8E12/3961 (30.8%) TRH SN, KA LREEIA >R
Y UBESHA SN B TESZEOT I 2 BB E T 5 RMEAERE Sz, [11.1.1
ZHd]

18. EpFIE

18.1 {ERERF
AANZT IV BEEMELZE NGLP-17F 0/ &tz e MgG4 Fcfis s Ofia sy >~
NIETHY. 73 BEIRICKVDPP-4iIC K2 AICEHEEZTR L. o TREOEEM
ICEVBIEER OB VT T Y ADMERT 5 & TIEAMPRHET 52930, ARANIHE
BHMBDOGLP-1 ZAAFICHES L. MIFENCAMPIEE % ERSE. 7L a— ZMEEREN
1A YR VR ETTHET 530,

18.2 M#ERFTEMA
2RURE RIS R ICARFI0.3), 1.0%), 3.0%) K1U'6.0mgh) ZHEFE FHREG L&, »
FTHORBRICBVTH 7T wARBICH L THRE3H B D2 & O R % M E A a2
FICERICETR L7230,
F/o. 2BUERIREE ICARFI0.75mg A B IE R TG Lz & &, H526 EO7TRA >~
FECHIEMAEE (AR O RB2EBHECICRER) AT TORS Y hTR—-2
FAVPSETL, ZOETIIBESHETH 57 HERK LD,
) AROEKRS Nz AEROARE, DB, BAIKIE, T2570F F (GBIETHEB
Z) &UT, 0.75mgzEIc1lE, RREHT S, 4aH, BEOREBIIELTL.5mg
ZEICIEHSICEBETE 5. ThHoD.
18.3 W IA—REEMA VAV V53 ER
T M YR ) =R T v N ROA =T A FIVHERO S W
in vitro £ ¥ AV Y FWBEERERICB VLT, AFIZ VL 3 - 2ERESMETTIEA 2 RY
CURIMERE RS T, BBEEGTTA VR VM ETIES S, /2. GLP-1%%
RIEHEEIC R D 2D A ¥ 2 UMTTEERIZAES Wz, 5y MR I AL %
R\W7zin vivo 703 — ZARRBICBWT, AANE VL 0 — ZBEIRENRZR A > A
Y RIBER &R L7230,
2RNERIR B F ICAA .S mg A TG Lz L &, VL a—A2EBEICXD A~
2V Y OEIRD (FVa—ABEEED S 1053%H) ROE2HPW (FLa— A8
51055 518054%) 1B A1 > 2 Y EEAUCK. 77t REEERITHL
THIL 7232 SHEAT—%),

18.4 FILA TV BMEIER
2BIBEFRIR R ICARAI0.75mg K O] .Smg 2B 1 [R5 L7z & &, #5268 0%
BEILAR 2L ) T R OB EE RO 7L T BEDOAUC (B0~ 30EH)
3 R=2F54 U HSETLEP BEAT—¥).

x18.5 BNBHIHELIER
2RIBEFRR B ICAH.5mg & B L BIAER KR THRE LY Y F 757 4 — &V zibE
IZBWT., BHORERSRENS0%HD T 5 DI 2 50 (tso) HHI2EFRTEE L
7zo BNBHHBICNT 2E (tso) & WIEREHIRORE L RFD2, 3K U4[HE
B#E502H% TIIAEREGISN L TZENENE8%. 87%KUV84% 5 L7=1D (S4E
AF—=%)o [9.1.5. 7 b7 3720k 5IZ16.75HH]

19. B ICRAT SE{EEHIR

—RBFRT 2T 7VF R GEEEFHHZ) [Dulaglutide (Genetical
Recombination)] [JAN)

S BT 2T 70T Fid, BIETFHBAMERESY VN VETHY . 1~31FH N
ERIe VAT UHRTF R, £7:48~275F B IR L MgG4n
FCcRAAL 256720, 2, 16, 30, 57, 63K UV6ABREDT I J BIREN
ZhENGly, Glu, Gly. Pro. AlaRUAlaICERENT NS, F255
LF RiE, Fr A =—ANLRY —JIBMifar» s EES NS, Ta5 7L
F R 275lOT IV BBEEN» 6 BT T2y FED GBS N5
Y8 (FE:H63,000) THS,

20. B4RV LDER

20.1 WREEHY ., 2~SCTHHRET 52 &0 WhELLBAL, BALELIE,

202 EHTRET ABEE. AHMAIERT 52 2. 2ORICE. EHICTREL.
$730CRBA BB TR L BN &,

22. g%
(MLYU YT 4R TE0.75mg7 T4 X)
0.5mLx2% v b
(MU YT 4R TEL.EMgZ T4 R)
0.5mLx2% v b

23. EEER

D #AER:Zy 2RV - RAEFKEICET 2B (2015487 A3H &R,
CTD2.6.6.6.3)

2) HAER: Y FEAWLE - lRAEREICET 2HB (201547 A3H KRR,
CTD2.6.6.6.4)

3) #NERET v b & A AR R O A5 0 FAE I NI RHMA D AR ICBE T 2 3B

(2015#E7H3HAFR. CTD2.6.6.6.5)

HNEREFAER T v bV BERBE(Q015F7A3H&E. CTD2.6.6.6.6)

HEPVERE IR R R AR BR O B F VA

Byrd,R.A.et al.:Endocrinology.2015;156(7):2417-2428

HWNERE: HAR AN 28R R B 2 5 & U 7 SR R 3B% (GBDPaRER) (201547 A

3HA#®. CTD2.7.6.22)

HNE R B AR A 2B RIS B E 0B 5 EIHRER G5 R (201587 A3H &R,

CTD2.7.6.5)

AR SR O B % Bl L 7-3X8% (201557 A3H %R, CTD2.7.6.1)
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21
22)
23
24)
25)
26)
27
28)
29
30
31)

32

33

HNERHEN A I TR FEY T 1 ZFE L2 (2015F7A3H &R,
CTD2.7.6.2)

PR B RERRE R B 1 B BB REHER (201587 A3H &R, CTD2.7.6.6)
HPERL TR RERTE B 1B 1 B M B AEAER (201587 H3H AR, CTD2.7.6.8)
HANER BHR2EBERBFEEICB T 2 EME AR (2015FE7A3H AR,
CTD2.7.6.7)

HNERE T2 b7 I 7 2 EAWBASHRIICTT 2 8 A I L 235 (2015
E7TH3AAZR. CTD2.7.6.17)

HAEREY ¥ FULRGA b T aa—)L & oA EER R (201547 A3HE
8. CTD2.7.6.10)

HAERET LT 7)) > E QM EERRER(201547H3H &R, CTD2.7.6.13)
HNERLY > F 7T 7 ¢ —2 AV BENEH IO T 2 8 % 510 L 7238k (20154
7H3H&GE. CTD2.7.6.20)

HNERL Y TF 2 2 & ORYIHESERRER (201587 A3H&FE. CTD2.7.6.9)
HABR: 7 PUNRYF L EOEMBEFMAABK(2015F7H3H AR,
CTD2.7.6.11)

HEPVERLAR DB AESRE & D FEMIIH EAEFRRER (201557 A3H &R, CTD2.7.6.12)
HNEREY & 7)) TF > L OB EARE (201547 A3H %R, CTD2.7.6.14)
Terauchi,Y.et al.:Endocrine Journal.2014;61(10):949-959
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Ishii,H.et al.:Diabetes Ther. 2020;11(1):133-145

Glaesner,W.et al.:Diabetes Metab.Res.Rev.2010;26:287-296

HHTF#3 2 A2 MEEE 2015;146(4):215-224

HNER: HARAN2BE PRGBS B 5 EIHBEIHR 53 B (201547 A3H &R,
CTD2.7.6.4)

HWNERLE RO A >~ 2 U RWICRT 27 25 7V F RORE b L 723
B (201557 H3H#%FE. CTD2.7.6.18)

BRI E A 2B RE B E 2 xR & U 7 BT R R BR (2015487 A3 H &R
CTD2.7.6.30)
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