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2. 22 (RDEBBICFHRSLEVNT E)

2.1 AFIOBN LBBHREOBER D b 2 BE

2.2 BRRES 7Y R =2 A, BREESE RS, 18
WIRIROBE [ R VBB K 2EL P LRIGESBEE
BBHDT KEZHETNETRN,]

2.3 ERERE. FHREORAOHAE [V R VEAIIC LS
MEEEHFEENDDT. REOHEIIES 22 \.]

3. #HAL - K
3.1. f8Rk
Wiz 4 MUY YT 4 B RIE0.75mg 7 7 4 A
. 157 LF K (RETA
. l‘fr/ MR T a5 7V F ROEE TR
Z) 0.75mg
JIVEF NI LKA 1.37mg
. k7T VB 0.07mg
A D-v>=bt—J)L 23.2mg
A VIR—=HK80 0.10mg

RENZF v A =—ZANL RS -z AL TiESh S,
3.2 SRIOMR

HR7EH PV YT 4 RTRE0.75mg T T A A
BEEFHSHE IO VEFARICEY
e FliarvEx—ya vElEEFy b8l
1)
TR - Bl EETBH O (4T
pH 6.0~7.0
BIEREH @l

(A BIERITN T 5 H)

4. SHEEX [F3h5R
2BUHERRIR

5. MEEXIFHRICEHET R
KEIDERIE, & 55 CORRKREROBERTH 2 BHFE, &
BREE T OIAT o L ECHRPAT DB EICROBEET 52
&

6. BERURZ
BE. RAICE, 725 70F 8 (BzFMBx) LT,
0.75mg#BIC 1., K TREHT 5,

7. BiERUHEEICEEYT 535

7.1 RANGEIERS T 5EHTH Y. A—RBAICRESE5Z &,

7.2 B5ExENZERIE. RERS ETOHMAIHE (72KH)
BEThhiE, KOVWEHETESICEREL. Z20%IEHS5HP T
OEDIBHICEET 52 &, REES ETOHBAIHM (72
) RETHNITREET, ROHS P LHEDLBHICKS
THIE, 2B, BAINBREORHEZEET Z2NENH H5EE.
AiE# G2 5475 < L H3HM (728H) DI EEEZE T2 2
k.

(1)

8. EERELXNEE

8.1 AENIA > 2 v ORBETIZ AV, KADEEIZEL TIE.
BEOA VA VMRIFREEHER L. 5O GBEHNT 2
Lo FHEICBOT, A VR VMKFEREBOEBET, A1V RY U
5GLP-1ZARMESICI 0 B 2. SEa B ORRRE
7Y R=Y ABHER L ZEMAPRE SN T W5,

8.2 #59 HHEITIE. M. K2 EHNICHEL. BAIOME
PO, 3~4» AMES L THRI R+ EHEEITIE. XD
B EEZ SNDIBBEANDEERZERTH L,

8.3 ARANIFHERMAITH D . AAIFILE RS FHET 2 W HeEME
Db dizo, MEEOEEPEWER . BIEARBRROLEIC
DVNTHIERT S &, [16.120E]

8.4 REIOMERICH Tz > Tk, BEICH L. EIMFHERROZ Oxt
WFHEIZOWTHRHAT A2 &, [9.1.3. 11.1.13H]

8.5 KIKEAH 5bNB I ENHBHDT. B, HEEDEE
FBIIRELTVRAIBREICRETHLEIREET S &, [11.1.1
2]

8.6 BHMRNFINT 52 LW H 50T AEEROMEER (B
205 FfER 2 L W IERS) P d s bngeid. #ifEH
IEL, B ICEMOZW 225 L5852 &, [9.1.2,
11.1.3%H]

8.7 BIRENFKE L -5E. SMBROWHEEEZZR L. HEIC
JECTEBREZCLIERBEZEZET S 2LE. HHICHET
52 &, [9.1.2. 11.1.32H]

8.8 AHI#F ST, FRFEEDEROEELZHERL. BEIFRD
SNEEICE. BMEEZZ2T5L5EHET S L, [15.28
1]

8.9 KHDECESICH > Tt BEICHIREEIIZEMRL
T8, BEHOHEICRSETE AL 2HERELL LT, EBHOE
FREED S EEMTHI L. T2, BEORELEREFHEIION
TIERZBET 52 &, RSN TVLABRSHAEZ L THG &
SEET B L,

B8N0 KA & A VAV VHIKIE DOHAICB T 2BRERTREMEIX
BmEtsnhTwuizn,

8.11 A#| & DPP-4lHEAIT VTN b GLP-1 2215 % /i L /- MM F%
TERZALTWA., WAlZ A L7-BEORRRKBRE T <.
AR OZEEIIHER SN TVR,

9. HEDNERZFIHEEICHT SFR
9.1 GIHE - BHEFRZEDH 2 EE
9.1.1 EEBFEREEDEEDNTHEENDGHSEE
FRZEELI <. BEBREOERIELT 2BENM1H 5,
9.1.2 ERDEIFEEDH B EH
[8.6. 8.7, 11.1.3&Hg]
9.1.3 EIMMEEIREC T BZNH'HBIUTDEEIFINEE
« I N RN 2 ITEI B2
CREBEARRE, HUEIRE, AHIZAEFEN, BFENEOR
RBNXIIETHIRAE
« B L WA RS
 BEDOTILI—)LER
(8.4, 11.1.13H8]



9.1.4 ERFMOEER FISHEDEIFNHDEE
BEAZEARITBZTND D5, [11.1.4817]

9.5 1@
IR UIIER L C W A EHEE D & A I 3R F 2 %587, 1
YRV VBRI EERTS L, HIRT Y PUXTHFICAA (B
MBI EIARAF0.75mg % & T 5 Lz o MiEFEBEE D71
X250 &) 285 L2546, BB OBEEORED R UH
BEOEBKTIGER LIZBREOREEBERBRANOEENZD SN
7202, BREROCEABHOS v MICAR (e MELEIAA
0.75mg% i F %5 L1250 MEFIBRBED27E) 28#%5 L7
BE. MHERICEBEENED 5NN, HERS Y MCA
Al (e MCE1EIARAFO.75mg% K R #E LziEa 0 Mg IRE
BD14915) 2#5 L7156, DBREEZD oL o729,

9.6 1Z7IR
B LOBARERUBAREOAREEEZE L. BALOME L
FIEZETT 5 Z Lo ARRDOFITHAOBITIIARHTH 3.

9.7 IR
NEEENRE LA ROREN 2 18IE E U7z BRI E
MEL Tz,

9.8 ST
BEOREZBE LA SEBICKRET S &, — M ICEIEkEE
PETRLTWABZENZ N, [16.6.380F]

10. HHE{EA
10.2 fHAER HAISERIS L)

EH 2% HRARER - TEE A W - fERE T

WEPRR A% B MREAE D FEBLICE R | 045 B R /E A A7 8

ET7FHA RR|THIE, BICALK |RENS,

A =y AR S - NI 3/

ANVAEZINT V| A YA VR

7 #l XA v A v 8H &

B A > 2 | PHT 25EA. KILHE

>R DY AT HFEMNT 58

a-INAVT— | ZnDHB. ThH6D

YRHEH] R EHHAT2H5H.

FTVIYUR|BLEDOY AT ZERE

A THD, IhoD%

DPP-4FHEA FlOREEZHETT 52

AR UBIAEL | &,

SGLT2FEEHI%

[11.1.12H8]
I 65 B R /R AT 8 | BEME. 2 D fth i o> | I s B N 1 A A7 8
BN B IEH| K2 +FICBELE |RShb.

B - W PokE5garT L,

)7 IV

B#EMAO)[HE

Al

[11.1.12H8]
I K8 B R Ve AS e | IS E. 2 ot BE o | Mk & T /EH 2 5B
a5 A K2 +FICBRLE | FShb,

7 RLFY ¥ Bo5daHT L,

BEKEAT 0

1 F

HRBEA L E Y

£
VEMPES 5 TNT 7Y Dtmax?® | RE O BB HE

TNT 7Y YH|4~550MBE L7 & | HEBEERICE 2.

DRyFA DHEDNH 5.

[16.7218] HE(ZFETFF )T

HAIM % % 5 INR#E A0 A8
WEINTWS,

11. BWER
WROBERAABHbNBZENHAHDT, BELTFITITVL, B
EOROSNIZGH ARG E2HIET 5% OB R LEZ{TS 2
&,

11.1 EXZEIER

11.1.1 {EI0¥E (GEEREA)
RIMBERER (B SEOZIEK, Wi, FEEA. #iF. i’
. HE. TV, BR. NEEES) PHobhsIesd
%, £7=. DPP-4HEHIT, ALK LY LTHIEOHETE
B RMBEERSH S5 bh., BEBEREZRTFlHRESh T
%, RIMEERD RO 5N -5EE. BEEZSOEREZET S
REBULMBZITO L, 2720, a-ZLav ¥y —LYHEHEA
LOPRHBE T RURERSET 52 &, [8.4, 8.5, 9.1.3,
10.2, 17.1.1-17.1.488]
M127FT45FY—, MEZE GEERH)
iR, OSER. W - BEZE, WRRESORESTDON
HBA IS 2L, BYRLABETS Z &

11.1.3 2MEEER (0.1%)
MEM: % £ > FER I 28 L W IES O BE DR 5 N5/ I3 #
kL, BYRMBZITH I &, /2. BREBHESNIE
HiZid, AR ZEBRE LW &, [8.6. 8.7, 9.1.28MH]

11.1.4 IBEAE (EEARH)
EEOEH. EEEN. BT 5%, BHZE0RESDDLN
B EIC3HEE R L, BYLLEZITI &, [9.1.453]]

*11.1.5 EEOTHL. Bt (BHEARH)
BEOTH, EH»SHKEREREL. SETREICE S H
HBEINTW5,

11.2 ZDfthDEIHER

BIFEFSYE | S%LLE | 1~5%Ki | 1%k | SHEARH
BB e O % IR SR
HIED PRERLER
/HE—EER
Jay 7E)
TH{bEs b . | BAKOEGER | B REMR
BLO L |HAEANR. | HERE. B
TR |MERE . BEER| <O B#R
AR, fE
. IE R
i
TESERLL I Gt 88 £ K
JB(FLBE %
iR -2
REE)
B 8 B R
(FRE. AR
%)
ZOfth W

EL) DHBOEMPRGNICA S NERICBEOREZ 2B L. RENFRD
SNGEITILHEY) L LB 2T &,

H2) BETuy 7 2AT 2BEFICRET2HAI0R. BEOREEZ+oIcBEL. B
EHROSNIGEIIHT L AE 21T &

14. BALDFR

14.1 ZRIZSHOER
FAROBHENIRES LW & ERPEEEBHETIHEN Y 2
WZ ERHERT A &

14.2 FRIZRSHOER

14.2.1 RSN IR KBRS ERBEERICIT o [ ARz D
hTEHT HHEE. BEEHT 2HEMEZEET S L,

14.2.2 KR FRET IR THRET 52 & BIRNKXUFHANIC
BELENI &,



15. ZDMhDFE

15.1 BRRERICE D ER
ENSEIMEERRABRICB 25T 25 7V F RHAOFHBE &
131.4% (13/91061) TH - 7o

15.2 JEERAREERICE D <158
Z v bEAWZEHSARERBICE VLT, BRERCHI AR iE &
UiES (RERVCEOAH) OREHBEOHEMSRO N (b
M EIARAF0.75mg % & R %5 LiziE& o MigHEEED 12
Bl E)o rasH2 S VAV 2= 72 A ZHWEHPAR
HHREBR T BEOREIRDSNZD» 725,
R BEARE O BEHE D o 2 B K O HURIRBEARE X Z R EN 7
IEBNE2RIORIERE D & 5 BE TN T 2ARFNOREMILHEL L
TV, [8.8%H]

16. EYENEE

16.1 MOGEE
HA A 2BURE FRAR B 244112 AH0.75mg % 8 1 [ SKAB KR F#%5. L
7oL, IEERUSEHERSGROENFEEZFM L. 725
TVF ROHEH (t12) 12458 (108K/M) THV . #5500
HIZBF 5AUCo- 1680 D BREFENE1.45TH > 72
FWENRE/ ST X — & RO EHER 2 DI R IRT O,

AUC: \ ,

e | Cmax | tmax®) | t12#2) | CL/F | V2/F

5 fn y [og/mb)|mn | oo | @00 @)
5033 | 108

e 20| 3900 | 463 | G0 |15 o 119
94.67) | 145)

48.00 1083 | |

E3) 13) 3)

SEE |24 85(2?) (()274Z (22.67- | (71.7- O'ng) 13(;5)
96.48) | 167)

CL/F:RAPAID 7V T 5> A, VZ/F:RP T OFFERE

AT fE (Z R E %)

1) ok fiE (i)

1H2) ARl fE ()

##3) N=23
100 -

—— 1EE#S(N=24)
—o— SEBHS (N=24)

80 -

60

40 A

20 A

MEEFRF 255 IVFRIEE (ng/mL)

24 48 72 % 120 144 168
5 185 (hr)

o 4

1) HARAN2BBERKEEE ICAF0.75mg 2 B 1 BIRER THRE
L7 &2 01EERUOSHEHEREGROMES T 25 7V F NREE

R (P EHEERZE)

HAN2BIBERRIREE 1AGNCAAI 1 FI0131.5mg*10 258 1 [1]5
BERER RE LT MR T 25 70 F FREIRARA

2B EHE5ZICERERBICEE LD, [8.32H]

16.2 IRIX
RERA4SHNC3I D> DR 2B EEA (EE. LKL KRR
#8) ICAAIL.SmgHlO & BB N5 Lz & &, RGO
BZHEFINAFTTRAFTEY T+ [AUCo-ott (90%FEX
1 &, EBE#8T0.973 (0.941. 1.01). KERE T0.989
(0.956. 1.02) TH-7:8 HNEAT—%),
TR AICAAN0.75mg & B [E 2 N &5 L 7z & & DRE N A %
TRAZEY T 1 OHEEMEII65%TH 279 HHEANT—%),

(©)

16.4 X3

RANZ —fREGE S X BAERIC K > TT7 IV RICOES 1
BEHES NS,

16.6 HENEHRZHITIEE
16.6.1 BiLEEREEE

BEREEFERKBEE (7L T7F=027Y 75> ZA>80mL/min)
166, BEBHRERERE S0<7LT7FVIUTIVAS
80mL/min) 8%, HFEEBEKEREERE 0=/ 7F=27
)7 A<50mL/min) 8fl. BEBKERERE (JLTF
=775 A<30mL/min) 8Bk CIMEENZZ T T3
KYBEREE Gy ANLEMEERZZ I TW03) SBIICAH
1.5mgkl0 2 BEE RS L7z EBRICB W T, BRELEE RS
It 2EE, PEERVCREBERERERSE. MKETEZT
TVRAKRABEBRBEDERFDAUC- D (90%EHEX )
. #FnFh1.20 (1.06. 1.35). 1.28 (1.13. 1.44). 1.14
(1.00. 1.29) RU'1.12 (0.995. 1.26) TH-olzo Fiz\
Cmax®H (Q0%EHEXM) &, #1Z11.13 (0.963, 1.31).
1.23 (1.05. 1.43). 1.20 (1.02. 1.40) &U'1.11 (0.950.
1.30) TH-710 HEAT—%),

16.6.2 FTigHEIEERE

JFMREIE F a1 1B, BEFHKERERE (Child-Pughni
A) 6fl. hEEFHEREEE (Child-Pugh?2%B) 661, &
FERFHRERE R (Child-PughHC) 36IICAHAIL.5mgHl0 %
HBER MG LZHBRICB LT, FHREEEHREE ICNT 28
B PEERUOEEFEEREREOXRADAUC-D (90%
FEXE) &, £h£h0.774 (0.649, 0.922). 0.669
(0.556. 0.805) % U*0.791 (0.632. 0.989) TH-7z. Fiz.
Cmax® b (90%EEXME) &, £ Z£h0.791 (0.654.
0.957). 0.703 (0.582. 0.849) K1*0.761 (0.597. 0.971)
TH-721) BEAT—%).

16.6.3 SEE

2B RIRERE (2961, 65~76m%) ICAAI0.5E10, 0.75X
1% 1.5mg#10 % 38 | [l6;AMKERE N5 Lz ixiT- 72 (SHE
AT —%),

B 2B R R E ICAF0.75mg R R E Li- L EDT a5 7L
F FOEYER/NT XA —5 2D TITRT D JEAT—%).

AUCs . i
Zliﬁ'J N (;JCO}I](?[ Cmax tmaxﬂgé‘) tl/ZES) CL/F VZ/F
w5 ilL) (ng/mL)| ) | tn |@hD| @
71.7
e | 60| 37 [ o ||
95.2)
480 |131%0 ,
£6)
gae || 670 | st | 230 {10 i e
72.5) | 189)

CL/ERPIOI YT T2 A, V2/FEDP T OFHER
HEATPIE (B R 24%)

TE4) rhofE (HE)

TE5) M fiE (HE )

6) N=9

BEFEDEEHENT QRBRREZLI87H. 5> B5HAALS2
) 1I2BVWT. 65K R V655D BEDOEYBIRE DL IC
REBZBVRTBEOSN WL D EHEFESNZD, [9.88R]
16.7 EEEER
AFETENTI ) 720, YY) FYLA, XA v Fua—
WD LT 7Y 1D A RKLI VIO, DTFT U 7 b
IWNAZF 18, ROBERIVRDOS ¥ 7Y FF 2026/ L
T BEEHRBOBRE TRIORT ANEAT—%),



BEFISRIC T 2
ARH| AUCH Cmaxtt | tmaxZZ(hr)
L5i35sE S N - -
B5 [90%/2 %8 | [90% (= | [90% (51
I F] X F] X ]
AH I mgE10 %81 [\ K EKR F%E
0.88 0.64 1.00
BN TR 2222 185,092 | 0590701 | [0.73.1.73]
N i/
. 1.05 0.94 0.02
H7)
[1105(5)%6] ARIR 22226 1) 011 08) | 10.87.1.03] | £0.50,053]
o 4EE |, | 100 1.04 -0.02
234% 0.96,1.03] | [0.96,1.14] | [-0.50,0.09]
AFI3mgEL0 % 8 | | KB T %5
0.89 0.50 2.15
e LEE] 88 | 1083095 | 043059 | [1.02,1.73]
3 1/
. 113 0.96 0.97
H7)
[lfggiiﬁ] ARIE 876111 051231 | 10.82.1.14] | (0.00,1.48]
o ABH | oo 1.05 0.97 0.49
23t% (0.97,1.14] | [0.82,1.14] | [-0.03,1.02]
AF1.5mgit10 % BER 5 B 1 ERER iS5
1.06 0.95 -0.50
g sy | TR 22200011041 | 10.81.1.12] | 1-1.00,0.00
5~40mg 1.05 1.02 1.00
ARIR | 23/18| 10 9 1 241 | 10.86,1.21] | [1.00,1.00]
XM Fou—-) 1.19 1.32 1.00
100mg M 207191 1) 081 |11.20,1.45] | 10.00,3.00]
ILT Y
10mg Hi[H
[10.25H8]
0.99 0.78 402
SIVT 7
SINTT Y 28/251 10.96.1.011 | 10.74.0.831 | (3.00,5.00]
0.99 0.86 5.50
TLT7Y
RIN779> 28/25110.96.1.02] | 10.82.0.90] | [4.00,8.00]
112 0.88 0.02
P 2EB 127121 051221 10.80,0.98] | £0.05.1.03]
B3 VBt
Jgg | L8 0.99 20,02
[1.05,1.26] | [0.89,1.10] | [-1.03,1.02]
0.96 0.78 0.50
vaxyy |22 G e 03] 1067.0.92] | 0.00,1.50]
0.25mg 0.96 0.83 0.50
2R 2172010 69.1.041 | [0.71,0.98] | [0.00,0.50]
FIUAREFY 0.79 0.30
40mg B\ 2727 10.75.0.821 | 10.25.0.36] i
EORIEETS) | B[
\ 0.90 0.74 2.00
VFA NI VE
JILbatesy 19131 10.83.0.98] | [0.65.0.85] | [0.00.2.00]
0.99 0.87 0.30
ZVIANIVE-N
R 19131 10.90.1.091 | [0.79.0.97] | [0.00.2.00]
1.01 0.89 0.50
sy ey | TERI28290 0 17| 10.73,1.08] | 0.00,1.02)
100mg 0.93 0.77 0.50
268 1 28/27 16 79 1 001 | [0.63,0.94] | [0.00,1.00]

KA G: 7 b7 I 7200870 TF U USNOHREOIE BRI, AHKIHE

B RS A | [ RAE R T 5.2 B % (K48 BRI A Al tmax (S H4) ICFHI L 720 71

b7 I T2 VRENSE. V57 TF VARG HRICTHE Lz,

NAFIFER S0 /A H G % 5

AUC:AUCo.24n(T V7 7 1) ¥ & T FIUNZF F 2 1ZAUC)-w)

AUCH:. Crmaxkb: AR 5.0/ AR 5 1

tmaxZE ANAIOF FA I 5 B AN AR R 50

F7) 7R b7 I 7 2 OB, ARFE R4 RAE R NS R OFIE K O
A5 D2 Hik (FIA8RF % A A tmax (A ) . & 5 ICARFIRAAR S O 285 1257
filiL7zo

#8) JIF AF A— 10.25mg(ENAFETE), TF=ILILTA T I*—)0.035mg

E9) J VI AF X — b OEHEREY

H10) AFOEKBS NI HEROCHRIE, B, BAICE, T2570F F GBIET
f¥z) EUT, 0.75mg#BIC1E, K TREHT 2.1 THb.

17. BRERRES

17.1 BERURLMEICRIT 55

17.1.1 BRI S AR _EERAER R
AH - EEEE. SUIAH - EEERICH RO MR FSEE
S GREFBENICY vy a7y M) ICTHERFO2RE
FRIREZ 145612 /R ic. AHF0.25%D, 0.5ED, 0.75mgXid
7o REBELIE (ZEER) 128K THRE Uiz, FEE
HHOR=ZA5 4 D 6#%512;8KE TOHbAICELE (B
INZFPE + fEHEEE) X, A#10.25mgEVE-0.90 £
0.09%. A#0.5mgEVEE-1.15 £ 0.08%. AH0.75mght-
1.35 £ 0.09%. 75 tARE-0.18 £ 0.09%TH V. KH
0.75mgB T X VET L7z (p<0.001. thE) 2D,
5128 E TORIERARRAE&E. A#0.25mgEDEE3/36
Bl (8.3%). AHI0.5mgEVEE9/374] (24.3%). AHI0.75mg
BE5/3561 (14.3%). 75t ARBE2/37H (5.4%) TH-l,
FEoEWERA (FEEEIA5% L) & AF0.5SmgEVEETIXED
6/37H1 (16.2%). EIEERm2/376] (5.4%). AH0.75mght
TIER I OEDAE2/356] (5.7%) TH oo
B 5 128K E TOARMBERE  (RE A% 1 AR IURERE S 1K 8 A
70mg/dLELT) I3AF0.5mgEDEEL/37H] (2.7%) . AH
0.75mght2/350] (5.7%) ICRD5NI=A, E=HEOFHT %
WEE UBMFSERRO SN o7, [11.1.18H]
E1) AFlORRBSNI-HERCHRZE. [EE. RAIKE.
F257LF K GRETHHEZ) & LT, 0.75mg% @I 1[E,
B REST %.] TH 5.

17.1.2 BASIET S R -SSR EHER CEEMRES
IRHEEEHER)
AE - EEEE. IRE - EHERICI A RO MAERE TR
s GREFBANICY v 277 ) IS THER ORI
RIRBEASTH (KA 28001, 75 REE70H, V57U
F FEEL37H1) ZXRE L. AF0.75mgXid 75 AR %1
(ZEER). XY I7LF R09mg#z1H1E GEEHR) 26
BERETRE Lz, FEFHMBEEOR—-AT51 > h 585268
K¥ TCOHbAICE(LE (/N FHfE £ BHEEE) 3. A
FIBE-1.43 + 0.05%. I KB0.14 + 0.10%. BERzE-
1.57% (95%EHEIXM:-1.79%. -1.35%) THo7lo F7=
HbAICE(LED ) 5 7L F FEEE ORERIZ13-0.10% (95%fF
FAX:-0.27%. 0.07%) TH V. BHMZEDOISKEEXE D L
R20.4%KMGTH B EP S, AFDY T T ILF RITHT 53k
LIRS NI,
BB, R—2A54 56552 KL COHbAICEILE (B
INTRTHE + FEEEIEE) (X, AHIBE-1.39 £ 0.06%.
S7NVF FEE-1.19 + 0.08%. BEf#-0.20% (95%EHEX
1:-0.39%. -0.01%) T& - 722223,
BE52ERETCOREARRAE A, AAB68/2804
(24.3%). V57 LF FEE39/137H1 (28.5%) TH -7z E
ZEIER (FBBREA2%LLE) 3. KA TIZEB6.1%. B
4.3%. THI3.9%. REERIEH3.2%. MEARE3.2%, V57
JLF REETIREDT.3%. [FM5.8%, AAKBHES.8%. AELTI
5.1%. EEHERAIZ 5 EERR3.6%. THI2.2%. BEIAHRR2.2%
TH-o7zo
B 5 52EKF £ TOARMBERE  (RE A% 1 K IUFERE S 10068 8 A
70mg/dLELR) &, AHIBES/28061 (2.9%). U T 7 ILF Kt
4/13761 (2.9%) ICBDSNIA, HEZFOFHIF2HEE L
JRIMAERE IR SNz hr o7z, [11.1.1508]

17.1.3 BRSEIIERF I ERIFS IR EET R
AH  EFHEEICNMAALAZLTLTH. ©F7F4 R
FlOBBEHACMEDT > O — VAR+5 5 28l RE RS
36161 (KFIBE1SIE. A > 2 > 7T ILF U EE:18041) #xt



KU, AAO0.75mgEBEIEXIEA > AY Y TILFr%21H]
E26 M T %5 Lize FEFHBEEEOR—ZA 1 V265
26K E TOHbAICELE (B/N_HFIHE + HiHERE)
&, AFIEE-1.44 £ 0.05%. 1R 7 IUFUE-0.90
+ 0.05%TdH > 70 HbAICE(LB OB Z12-0.54% (95%15
FAX:-0.67%. -0.41%) THV. BEEZDISKFEEXE D =
RA0.4%KMTH D L5 REDA VR U TFUF U
W BIEBHEITRE N2,
BE26 AR E CORMERRBHRE &I, RABES4/1814
(29.8%). A > 2 V7 FILFE4/18001 (2.2%) TH-
7zo ERBWERIZ. AHIEE (GEHEE2%LIE) TIZTFHIS.3%.
BN 7%, [EF6.6%. U S—EHN3.3%. EH2.8%. &k
ET2.8% A >R V7T )X BETIIIEM. R
= BRER, FEERAZAEMI. REEZESB0.6%TH - 7z,
#5263 EK E TOMMMBERE  (FF 1% 1 A IURERE S\ I 6 A
70mg/dLLLR) AKIBE47/1816] (26.0%). 1> AU >
FILF¥ EE86/180% (47.8%) 1RO 5NIZH. HE=HDF
Bl 2 g & L7 RIMEE R o s o7z,
FREOR=ZA5 1 56260 TOE{LE (BN FHfE+
fEEznsE) |IKHFIRE-0.48 £ 0.17kg. A Y AU YT FLFY
B0.94 + 0.17kgTdH o7z, [11.1.15H]
17.1.4 BRSIBFERH AR ERESHER
AH - EEERICMA T, BOMBERE FRER CmEI > b
O — U+ 72 2BUBE PR B35 2 PRI A#I0.75mg % E 1 [a]
S2EMFFRES Lize WIMOHABEICBLTS. &5%%
W2 5HbALCKR O ZEMERE MM AME R Liko . 528 I
7z o TR DHgE L7225,
AFEIZa- 7N 3Ty —EHEAMRABRCE 77 F 4 R
PEHBETRAD . 2RIV U 7RI HBER RN EL A > 2 Y
COIMEBEARIFRBETAE., F7 VU D REHIO R TN
L7z,
B 552K E COFELEEMR EBREEG2%L L) &, BD
7.4%. [EW7.1%. TH6.3%. VIS—EHEML.8%. BAKEE
3.6%. HILARE3.3%. MEM:3.0%. EEREM2.5%. AR
B%2.0%. TEHHBALZ S EER2.0% TH > 72,
e 552 E R E TOAMMMBERE (1% 1 A ITURERE S 1 I i &
70mg/dLELIR) &, AR )L L7 HI G B IC N % 18
FPRD SN, BEEFHOFIT 2 BRELE U ARMFEEILR
vonhol. [11.1.1BMH]
£1) FERIARERIRSHBO/BE

H2)
JSSiE S N Hb/;,/l)c (KB (kg) | BEE%) | B ®)

ANFEZNTLTHN| 131 | -167 + 009010 £ 024| 44.3 33.6

a-7Vavy-tIHER | 65| -1.65 £ 011 |-124 £ 042| 32.3 6.2

EI7HA RRER | 61 |-1.57 £ 0.11|-087 £ 040 23.0 3.3

FTIVYURER | 66 |-169 £ 0.13]1.02 £ 035 25.8 6.1

B VA0 REER | 71| -1.65 £ 0131004 £ 026 36.6 9.9

H2) R=RF74 U 6525HE TOELR(FE + FHERE)
¥3) S2EMOFEHE &

18. ENEIE

18.1 {ERER

AENE7 I JEBzEHRLZE NGLP-17 -0 & e
[gG4 FCHEEDRIAY VISV ETHY . 73V BEHICED
DPP-41C & 573 fRICHEHEZ R Ly S FROBINC & 0 IRIGH
EROEIVT7 IV ADVKRT 52 & TR R 52027,
AFNLHE B MIAOGLP- 12 A (RICHEA Ly MilaNcAMPEE %
EARSE, T3 -ZABEREFENICA VR YW ETET
527)0

18.2 IM¥ERETER

2RUREFRIR B I ARHF0.3D, 1.0%D, 3.0%D K 06.0mgED %
AR THESELZEE, WThOoFBICBLTH 7T REIC
* U T E53HHOZEER K BB MEES R Z0ICERIC

©)

KR L7289,

F 7o, 2BIERIREE ICARHI0.75mg 2B 1 mE TG Lz & &,
526 D7 RA > N EESHEMBEE (BRETKCREZ2E
MY ICEERT) TR TORA Y P TR=AFA U HETR
L. ZOETESHETH 27 HERGE L7129,

18.3 I A—REMA VRV V3iblER

Ty M YR ) —<HIlKEICT Yy RO =7 A FILEH
ROBEEMAEZ R \\2in vitro 4 > A VO IEERERIC B W
Ty BANZZ VO — A RBEEE R TEA VAV Y3 iER %
TET, BEREZGETTA YA VOB ETIES Y-, 7.
GLP-1ZAKERIFEICE D DA > 2 U HWTTEMER IZMEE
SNtz T VRO HZ T AP INERHWZIn vivo 7T — A
BREREBICBWT, AFNE VL O — AEEITIRER A > R
Vo ER &R L7227,

2RURERIR R ICAA.SmgED 2 A R 5 Lz & &, 7L
—ABEBEICKDA VA) VOFEIESMW (T T — A
B5E#,»510058) ROFE2HEDW (FVa—2#B5105%»
51804318) ICBF A1 A > 2 VEBEAUCIK. IR
Brpcat LTHEMLE29 (EAT—%),.

18.4 Z')VA I V& iNHEIER

QRUERR B E ICAR0.75mg R I EE R RE L &, &5
2658 D 2GRN 27 )L I R R VR AR E O It 2L
HITVEEOAUC (BHO~3BM) & X—2F 1 V561K
L2230 (HEAT—%).

18.5 BATHIHEE(ER

2EUBEFRIRBE ICARHI1.5mgED 2@ | B8R 5 Lz v
F757 4 —ERVERBICBVLT, BNOBREMESTEEAN50%
WG 2D h B (tso) AHI2EFHEEE L7z, BHEHE
HISHHT 2 E (tso) &, PIEREEPRLAKE L KAID2,
3RVARIE#H S DO2HZ TIEAEIBEICN L TENZN88%.
7%k V'84% I HEHE L7210 (MMEAT—%). [T b7 3
7 = I K B 16.72 8]

H1) RFlOARRBSN-HEROCHEZZ, [EE. RAICE
Ta2ITNVF R CREFHEEZ) <‘:L'C\ 0.75mg % B2 1[H],
BREST %.] TH5.

19. B CRET BIBEEHXR

—f%%: 72T 7 VF K GEEFHEEZ) [Dulaglutide
(Genetical Recombination)] [JAN]

K EHTaITNF NI BEFHBRIBEES O VETH
D, 1~31FHIHERL NIV ATUHRTF R,
¥ 7248~ 275FHIZE Tk MgGADFC R AL »h 5
20, 2. 164 30, 57. 63K T64FHD T I J BBFRAE
BENZFNGCly. Glu, Gly, Pro. AlafkUAlalcE#t
ENTWVWD, TaTTLF RiE, FYrA=—ANLRA
y —BIEMRaD S EE SN S, T2 T 7UVF RiE, 275
o7 I ) BEE»SZZY Ty F2UAN SHERS
N2 Y R 7E (53 FEH63,000) THB.

20. BEEWLW EDEE

20.1 BiEE BT, 2~8CTHEXARFET A2 &, WH LGS
FRLAEVWZ &,

20.2 RETHRET HBEAIE. T4ALPICHERT 52 &, 20O
1ZiE, EHICTREFEL, £230CEBAAEFTRIEFELZWVWS
Es

RGBSR
@ﬁ VA EHEREZRED b EYICEMT 2 &

22. @&
0.5mL [2F v b]

23. FEHR

1) #HAERET v b2V - BREFEICET 558201547
A3HA&®. CTD2.6.6.6.3)

2) #HAEREY RV - IRRREICE T 5B (201547
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H3H#%&EE. CTD2.6.6.6.4)
HAERLET v b2 AR R O AR OFAEL I RHMED
PEREICBE T 53R (20157 A3H AR, CTD2.6.6.6.5)
HAERLFERS v~ 2HWzBERER (01547 H3H &R,
CTD2.6.6.6.6)
Byrd,R.A.et al.:Endocrinology.2015;156(7):2417-2428
FANEREEHARAN2BIE R EE 2R & U 7 ST B R 3B
(GBDP#E%) (20154E7 A3HA4&RE. CTD2.7.6.5)
AN EREHAR AN 2B REEEZ ICB T 5B ERERSHE
(201557H3H AR, CTD2.7.6.5)
HENE R S ERAL O 2 % 5 U 73 5% (201547 H3H &R,
CTD2.7.6.1)
HNEREAE N A F T RS T T ¢ &5 L 7238k (2015
F7H3HAR. CTD2.7.6.2)
HANERBERERERE ICB T 5 EYHRERER(2015FE7H3
H#%&ER. CTD2.7.6.6)
BRI EERE B E 2B 2 BB RERER (201547 H3
H#&GR. CTD2.7.6.8)
HEPUERL R 2R PR ER 3 1 B U B S B e S ER (20154E7
H3HZ&ER. CTD2.7.6.7)
HAERE 72 N7 I 72 v 2V BENEHICNT 25
&5 U 72 35% (2015 7HA3HAFE. CTD2.7.6.17)
HAEREY ¥ ZU VRO A N Foa—L & oEYHEER
#AB%(20154E7H3HA&FR. CTD2.7.6.10)
HAERET LT 7 ) & OEMMEEEHRE (20154 7H3H
o CTD2.7.6.13)
HNERL Y Y F 7T 7 0 =2V BNRHRICNT 28
% G U 72 308% (201587 H3H &R, CTD2.7.6.20)
HANER:Y I3 2 EOFEMMEEERRE (201547 H3H&
8. CTD2.7.6.9)
HHERET NV F 2 & OFEYMHE B R (20158E7H
3H#AER. CTD2.7.6.11)
PR RE R 3E & O MM B EFEER (201 54E7 H3H &
8. CTD2.7.6.12)
HNERLE Y 7)) T2 L ORYHEEERRER(2015F7H3
H#&GR. CTD2.7.6.14)
Terauchi,Y.et al.:Endocrine Journal.2014;61(10):949-
959
Miyagawa,].et al.:Diabetes Obes.Metab.2015;17(10):
974-983
Odawara,M.et al.:Diabetes Obes.Metab.2016;18(3):249-
257
Araki,E.et al.:Diabetes Obes.Metab.2015;17(10):994-
1002
Emoto,M.et al.:Endocrine Journal.2015;62(12):1101-
1114
Glaesner,W.et al.:Diabetes Metab.Res.Rev.2010;26:287-
296
HA T3 2 H AR 2 HE3E.2015;146(4):215-224
B HARA2BERE B H 12351 5 HE IHH R E % 535
(2015%E7H3H#AGE. CTD2.7.6.4)
HREREEVEKROE2HA > R Y3 WIcwd 5727 70
FROFZELZFML AR (2015F7H3H KR,
CTD2.7.6.18)
FENEREAE A 2BRE R B E 2 0t R & U - S I R R
(20157H3H#%&#E. CTD2.7.6.30)

24. NERERAERUBEVWSHhEE
KERFRMERASHE <T0EHREC Y —
T541-0045 KFEHiFREKEBET2-6-8
TEL:0120-034-389
HAA -4y —HKK&t EEEREAEEO
T651-0086 I HIFFOXA FE5-1-28
TEL:0120-360-605 (EEEHERIT)
www lillymedical.jp
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