k2023 45 6 A iT (55 3 fif)

%2022 4F 4 JIET (85 2 [

BF K OERE AR, 2~8CITIRETE
BHINEARM : 24 » A

YRTVBR Y GEEETFHBR) 10mg

yg’ l,—'\‘l 4y S5mg
Y=V 21 Omg

UBPE S T

REMEEARE FRERILEL 7O EE 5mg

| EESEET Y [ sr2diz |

RARES FR5ERALR
30300AMX00025000
30300MX00026000 | 202! 1271

15mg 30500AMX00131000 -

YIN=V w1 5mg

Sogroya® Subcutaneous Injection

) R - EASEOLEICL VTS

2. BZ (ROBHIZIF/E LA &)
2.1 REND RS HKT LiRBUE OB D & % BH
2.2 BEMEIEIE O & 5 B [RERLE RS MIaMIER 243 572
»,]

2.3 M XATAEE L TV B AfREME D & 5 & [9.5 SR ]

3. #ERL - MK
3.1 #28
175 (1.5mL)
. V7 —Y BT
e 5mg 10mg *k1bmg
A
| y~TvE (EiET
| ez bmg 10mg 15mg
67\
L-EAFV 1. 02mg 1. 02mg 1. 02mg
D-~v>=hF—) 66mg 66mg 66mg
RV AFrozFL o
% | (160) Y AF T m
jJJD BLy(30) ZUa— 1. bmg 1. bmg 1. bmg
ﬁ” v
Jx /)= 6. Omg 6. Omg 6. Omg
e 30 i i
N3 ol VRN i i i

AFNFRIGE 2 D TRIE S 11D,

3.2 HHE DK

e pall
AFANETE ]~ H D (T - 7 fE

A - R RO T Y | BT

ZFROIRUN,
pH 6.5 - 7.1
PER
RIBITEL #1.0

CER BRI 2

4. EEXIEHHE
#%<bmg - 10mg>
ORMABRERILE VD BALIE (FEICED)
#k<bmg - 10mg - 15mg>
OBHRFAEEHEHLEVEERILE VBT LHESRAE

5. MEEX I RICEET HFE

<BEABERILEVDDBIREE>

5.1 AFIOWE L, B ARREFRILVE WA L 2 S hi- B
FOHH, WIEOKLUEICL YT HBFTICRET 52 &, 2k
OESEDFAEL, o [EATG BRI F L4 etk
PHRSBORMIIE S 2 RN T R A RERE = IC 4 2 B FgE
HE i AR RV VWA SIE DR L IRIRO T & | DR
AR THZ b,

MOS000142

< RAIVE VBT EHIES RIE>
5.2 RFIOWAIX, BEFRILE VMR SMRE RIE & 2 S h
CREICIRET S Z &, B H Tz o TiL, i o TEA T E)
FHEOFE i Bh& HEATE B S BORNIJE S I T Tk
RERET (2B SRR AT IEHE BR A LVE v AR B RS &
FEOBW LMD TS| & 2RI D&,

6. AZERUA=E

<BABRERILEVSBREE>
W, YTy (EIETRBRZ) & LC L bng B R
LU, LR, TR D, B, B REIXEBRE ORREIC
i UGl BT 5, 2 D%, BHE OERHIEIR & O g A >~
A Y UAERERA-T (IGF-1) JEESORAEFT LIS U CHEE
W 508, fe A& 8. Omg &5,

< MRERIVE VDB EHESRE>

B, YT Ry (BB Z) & LTO. 16mg/kg 2, 1 1
[\, BTS2,

1. ABERVREICHET 53R

<Zhee#@E>

1.1 ARANTHE 1 RS TH8KTHY . [F-EEICEESED 2
L,

1.2 BH52EN8HAE. HONCOTEDTHRE A 3 HUWN
ThHIUE, KOWEESTELICEEL, ToRIZHLNT
OEDTEBICES T2, BE5EENG 3 HEEZ TR
EHE 5T, ROSLNPUOHEDZRBICEETDHZ L, 72
B, W1 EEGOEDIEA ZEET 508N H DG,
AiEE GG 7< & 4 HIBILA LB E 2T 5 2 &

<HEABRERILEDDBTEHE>

7.3 BAMAHEIL., BHEOER, MR AOHESEORE OIS
U CHEMET % 2 &, W1 1. 5mg 2> B 52 BlAT % 3,
60 R DOMBETIT 1.0mg, AT b7 VRO LR
F T 2.0mg Z# BRI ZMMGT 5 2 &, PEEONTHRE
FEEBE T, KAEN LR GZHAT 5%, MEICERST
5z e, [9.3.2, 9.8, 10.2 %]

7.4 Fe 5B BEAER K OIS T6F-T JEEEIC LV s+ 52 &,
BGBRMGT: . 2~4 WM 1 [\l% BB G RORBEEITV,
HWETAEAIT 1 HHTZY 0.5mg~1.5mg Z A% &+ 5, ZD
% b EMIRIC Mg I6F-T AT L, FEVERPH IR A8 %
RNEDICT D, FIVERORESCMIE IGF-1 A SLUERPH
FRAEBZ SR, BEEORE, —Ri e E b ks
WEIRLE AT 2L, [8.5. 8.7, 17.1.1, 17.1.2 ]

7.5 JERIZ PO B 72 5B 7R L o O WS ILIE TCF-1 JLfs
METT DI ERHMBILTND, AFIEGIC X DIEROLE
BRD BN/ 720, DhORAEZRL L THIE 16F-1
PN EERIANICH 2 551X, HE5TILEEET L2 &,



8. EELEARNIEE

<ZhEEHaE >

8.1 HEFRLENL, A VAV VEZHERERTESED720, KK
OEEAZ X0 bl HbAle D FERB™HHbNLZE0nb 5,
TEWIHZ BEE, HbAle %2 HE L, BEBEO NG
1%, BEBEORE T R GhikS B R 21T
2k, [9.1.1, 11.1.2 B

8.2 HURNMEREIS FSBATE L XUTESL I D AN B D DT, H
PRI E 2 EMIRICRE T 5 2 &, HEICG DT, BRI
EAEITH Z &, [10.2 2]

8.3 AFIDF 5T LV RAIEFEISNE TLHE DS IR AN EAL ST PR
LRt H DT, BEOREEZHSICESET I, |
TR B, O SUTEIESER D B AIE. AR #
HaWIET 50, BERERET D L L LI, ek ILE
JEDOA MEZE R T 57 OICIRIERED I &2 Ratd 56 2 &,

8.4 AAIOE G IR R EMAENME T L, g2 vs > — Ll
DR FOHRE (ki) fIlE R ESRB IR MESTRTE LT 2
ZERHDHIOT, BEOREEZHSICBIETL L, [10.2
S ]

8.5 AL AKILS OB NE CHIEGAT H5E2E. OFAT 5

BV RIS LTS IGP-1 B IS BE T TZERHDHDT,

HEICME IGF-IREZE=X )75 L,
S ]
8.6 AANDHCEFIZHT-Z-> T, UTORIZEETDLZ &,
BB OWTHSRHEEIMEE R L0, BEHD
MeRITHREGETE D2 L 2R L LT, EMoFrigED
TCHEMT 5 &,
© ATOMEORERFEFITIEOVWTIREZ KT 5 Z &,
M ER TV D EERERAEA L PE L RET S 2 L,
<BABERILEVDBILE>
8.7 ARAIOEGIZLVFE, BEfiRERLLDONDZ ENHLD
T, BIBEA 54TV, BENRD DN BA IR G RO
B FEGPIEEEETH L, [1.430]
8.8 AFIDIEFIL, WHMEMESL LIXZDEED FTITH 2
&,
< HRRILE DD BFEHIESRIE>
8.9 AAOFG-HIL, MIF [GF-1 JEEEAERIFA R4 X 220
o, EMICHREEZEE L, LELSA RS REOHES
EETDHI L,

[7.4, 10.2

9. BENDERZEATHEEFICHT HFE
9.1 &6HE - MEEZEOHLEH
#9.1.1 ERABRE, MEREEOHLEEXTHERBOEREF
=EOEE
PEIRIP R ClE, B G BRAAATIC IbE (IUBSE, HbAlc 48) &
OBEIRIR A OHE  (BERITNEIIES) OWihEZar ha—L
LT 2L, BERMH%ILTERIC MPEE, HbALe 5% H
E L, Fo, HERFAOHE BERISHEBIES) 250, B
DIFEZVEE R B4 5 2 L, MBS U T, BRI
HOBEROMIEEITO Z &, HERBEITHEREOIER
DBELEAL ST EAL TR0 ST AL, AFI OB LB OH
BT W 7 e G k2 U R E AT &,
IiHHERE B 5 D & 2 B XUXHE RIS O MG R IK - & B> B
(RETR . SEMRIE\ZHE PRI 2 FF O HRES) T, HEICEIET
L2 L BRI NBEIEAL T A2 LD D, [8.1,10.2,11. 1.2
SR

9.1.2 BKIEBBOBREDOHLEE
EMHNC R A EhE L, BEE ORISR O A i
BRSBTS L Z L, RERLEUIT, MR ERZ2
AL, EANEOESGERRBRICB O TRERLVE 5%
WIS O R DB HE STV 5D,

9. 1.3 MEEBEZETHEE
LEICREOBRERH LN DE Z LN D,

9.2 BHEEEERE
RARERVE WA T, AR TOBRENEEL
W, ARAIOIMHREN LRI LB8ET0NH 5, EE (eGFR 23
30mL/min/1. 73m* A1) OOV HERE FR T B 1A 2 K O 4
RIS & L BRRRER TR SN T 5, [16.6.1 &)

*

3 FFHREEEEE

3.1 EE (Child-Pugh 2%8Y 5 X C) DIFHEEIEEERSA
R LS 2GRV E SN DA RE, B LAV
T L&, HEONTHEREREE B IR B TR ST
%

9.3.2 th%E (Child-Pugh %5 5 X B) OIFHEEETEE
RN R VE A IARARE Tk, @ R (1. 5mg) XD
EHENOEGZRGT 5%, BEOREZBIZLRNS
EEICHEGT 52 L, AFIOMPREEN LG+ 58En0
B O FESRERE E R 1A E K OV N & FEEE
L Lz RRBR IRt Shvcng, [7.3, 16.6.2 &R ]

9.5 1E4F

TR AR LT 5 ATREME D 3 B I B LR 2 &

Z v b, RARRE RV IR A %9 B AR D e

KGR B I T B HEEIRE B 0O 5% T IE o EEEE (5%) |

260 135 TEE OB/, B KO O IR & OV 255880 51

TWn5, [2.3 5]

9.6 1237
1R L OB MR ORI OFREE BB L, B ok
IEHIEERET D 2 &

7w MZBWT KR TIMIETRED 50%0 Y ~ 7' & o B
W DS EEILHICER O DLy, HAEREMIZ BT B e AR
WREITER TR CH O . FEWICRT D e i e
D 1/250 LLFCTH o7, & FTOHLNBITICET LT — 4 &
b FOWALT OWA~DORBIZET 57 — 217\,

9.8 SEE
BEOREEZBE LN OHEEICEREGE T2 L, —RICER
HEREDME T LTWA Z ERZ, £, ARERILE S
WA ANE BEIT BT B AR AR VT e B S M L RV

DI H e MESNTN D,

10. ¥E{EA
10.2 BfREE

(HAICEFET S &)

[7.3 2]

AL

BRRAEAR - HiF i T 15

PP - fEIRA T

FIT CYP3A THUEE
2 3EHl

PEAR L A
PLCAMAIK
rmARY

2 b O IEHKN > i i EE
PMETF L AERD B 5
ZERHBEOT, INHD
EHOMRmICEET D2
L,

R ARLE DY CYP3A
kv Rah sk
EWos VT TR
N S & B AHEME
BB,

W anFa R
[8.4 &Hd]

ek

Mg 3 F Y — LR EN
KFT52ERHLHDT,
WEaLFa l FOHE
WHEET D2 L,

REFRLELMN 118~
E X2y g
FFE Fesh—E 1
(11 B -HSD-1) % 41
flForZLicky, =
IVF UG AT
V= b D S %
LEFD=D,

B RV E v O R R AT
ER sl s s 2 & n
b5,

BEE avFaA Fn
BB B AE &2
5720,

[ RIE=S S N = A
[7.3, 8.5 &[]

WE A LE S OERI I
HEnsZEnb 5, KA
AL E A WR A E
(FEIEIZIR D) DBRHE T
AFNOEREEBRFNT 5 2
=

Ny AR
PEEZ i % 72,

i DRI 5
ARy |
v 77 A RRIEH
AR =y LT A

W SE
a-INNa it —¥
AL 41

FT ) TR EHA
DPP-4 BHE A
GLP-1 S IR VEBY 32
SGLT2 PLEHAI 5
[9.1.1 ZR]

WA R 5y

AFFEHIZ L0 | B
ERIDZENH D, EW
AL I, HbAlc %%
FEL, Zhb DA DL,
EOFEEITHIZ &,

WERLEL DA v
AV R AT
SHLHD,

FOR R A L€ v
[8.2 2]

ARF A K0 R AR
BT 2R BRAEAL ST TEAL
THIERHLOT, IR
BV E e O RICEE
THZ L,

KEFRLVELDOES
IR0 AR (T
PE) IR B R AR T E
Nhbbitd I &n
bHDHT0,




1. BIERA
WORWERNSH b d Z ENH DD T, BEEE 51217V,
B NRBO NG EICI3 S 2R3 5 7 Sy 2 AL E
ITH Tk,
1.1 EXAGEMER
1111 BFRARMERETTAEAE  (BEHIE AR I)
11.1.2 ¥ERBE GHEARH)
THEAEIS 23 &b, BRI ZRIET 5 2 L 3% 5,
[8.1. 9.1. 1 &HA]
611,01, 3 . (BHEARH)
w114 R O—EEREE B ART)
11.2 20D EIER
<BABERILEVDBREE>

1924 L 1A BT
NGy sk Il BB R
REAR A4
AR O R i U R mE | e o
PR RIS BRI TR BN | SHIEE TR A 5
F O RTEHUR e
MGk E T
B2 e OF Bz T AR NEVGNERAE
F
5 B SR B OV B | BT
R E
by T R OVR G- | 8 55  RRE IRV | 00 . VRS
RTINS JiE BB
B R fR A (RESIN | 77 ) 2 ~E 70
7 VT F | U
ARF S —E
Hm
<RIV E VR BT EHE S RIE>
195 E 1A B ]
RUSTEEE 4R R U | 2 1
i T
AR ORI | il
PR RIEE SRR
A IakEE Mg -
5 4% R B OV A | PR | P&
LR
S By 5 E K OG- 997 SR AL E =L RESIIN
ERALIRRE P I SR TG RN
RLAET | E S
A7 1 i

4. BERELDZFE
14.1 EFIHREHOEE
14.1.1 58
(1) AFNX JIS T 3226-2 (ZHEL L 7= A RIS TES 6 %
FAWTHEAT 2 Z & A FNIT A BEATREE O
AMEOMER AN =— KLV TITo T D,
(2) AF|& A REREFEF & OMFRICHRNE DR E
BRRDONTEAITIE, H LW EREHI T B 2
HEONE TR BE I ORET S L,
(3) 1 ROXRFN ZEHOBZIHER LN &,
4) =1V v PIZOUBA> TWDHEE XTI
TN LT GATER LisnZ &y
sk (5) FHEN 1 EICRETE 2 ELZMADLEAIT. B
BN TG 2175 2 &, FRAID 1 B0 Kk
EEX. Y7 N—FE T bmg Tl 2mg, Y 7 L—
YR T 10mg Tl 4mg NV 7 v—F 2 Tk 15mg
Tl 8mg TH 5,
wx14.1.2 5L AL
g, RERER, RETD. BRI PSS Z &, EEE T
IR U R3O0 A i 0 R LIS L2sn 2
L,
14.1.3 Mt
(1) fhoERLERA LN &,
(2) VESHRIZIE, ESEHIFERET A 2 &, EREHIER
FLWH O, NPEHNEANCERY 552 &,

15. ZOfDER
15.1 ERER{EMAICE D CHER

15.1.1

15.1.2

INEBAOBEERTHERFICE MRERLVESEEE
L7cia, ZIRMIERORBLY 27 08 ERT 25 L oWl
N5,

b bR ARV & I O REEBEIERIEH & 0y TR
B, B MNREARLVEY O G %% T T BE A MFER S
Lz EOHENH D DT, EHANCIILIERE 21T 5
7L BEOREZHICBET A Z L, A, EEE
B B E Lo W R IE | R AR RSE IS 0 FE R
BOHDEH, MES A 82X D IEHBRIGRED & 5 B
FH LU AERRLE I OB GO & 5 B GRS
RE O IR B 13 & 2 BB ICHE 5T 256121, FFC
BEORELBIRT DL L,

16. EMENRE
16.1 mepigfE

16.1.1

BERABBREEDNRE LIZETERE

H A A e R A B PERBR A 24 (I AHE 0. 02, 0.08, 0. 16

KRN0, 24mg/kg & 1 BIKAER TG Lz 20fkE 1

HEO4EBIZET 2B T A —42 KOS 48 B

DOI-F i3 i — R HERS 2 DL P IR, 5 48 H I

BT D AUCo-165n D BT CEHME) 13 1. 3~2.9 TH 72,
1000 -

100+

=]
1

AFEPESE  (ng/mL)

0.1+

[}] 1 2 3 4 5 6 7
B (/)
S (mgkg) —e—0.02 —4— 0.08 —2—0.16 - -»-- 0.24

(AR IE VTR A T — V)

<$x 54 08 H O I AR T — BRI HERS >

e |G ﬁ?ﬂﬁ AUCo-168n Chax Tmax tie
(mg/kg)| (mg/i) FEaL | (ng-h/mL) | (ng/ml) (h) (h)
B 6.3 5.0 50
0.02 | Lo |uEH 852671 | 29 ) | (2.0:20.0) | 21, 6)
(641) ' b 11.5 8.0 83
sip | P2 | 6 o) | (40i12.0) | (20.1)
5 54.7 9.0 73
o.0s | o |uma |0 o6 | woieo ey
(641) ' B4 102.7 14.0 65
sap | 22612 | 6 0 | 6.0:16.0) | 37 1)
B 174.6 12.0 69
0.16 0,94 1 H 7165(72.0) (112.4) | (4.0;30.0) | (49. 4)
(645) ' ®E | . 439.0 16.0 60
sip | 028G3 0 55 (12, 0:26.0) | (22.7)
5 406. 6 16.0 73
0.2 | .. |uEE 13742601 (45.5) | (12.0520.0) | (a7, 2)°
(641) : e . 18087 (63.5) | 290-© 16.0 55
438 H ) (52.4) |(12.0:30.0) | (36.8)

AHN D 7KGR I e ik 8. Omg Tdh %,

AUCo-168n
a: b5

v Coax B O tue (REEMTEIIME (ZEBRED) | toa XML (/M 5 KA

16.1.2 EARERILEVDBFEEEEERNRE LERTRE

RN AR VE R ESE RS 22 BIIICAREE 0.02,0. 04,
0.08 KTr 0. 12mg/kg %23 1 [HISIER FH#% G Lz L & 0%
54 BB D EWENE T A — 4 2L TIORT, A%
DOUEGEIT, AEE L% 1~2 B CEFIREBICEL
EZz2 b0z, &5 4BBIZEBIT S AUCHesh D BFEER (F)
) 1% 1.0~2.0 ThHhoTz, £72. RARESLE DU
REERHE 8 Bl *lc/vTF 4 bry CEHHAE:
0.004mg/kg) % 1 H 1 [EIEKL FTHEEG L& D&k b 22
HEIZH T 5 AUCo2an (BT FI5MH) 1% 17ng-h/mL, Cuax (3%
fAEEIfE) 1% 1. 6ng/ml, teax (FPUE) (X 2. 8 BERE], #&K
FZIUT 2 0 CGRITEYME) (6. 8K TH -7 (4F
EATFT—4%) 2,

a : FERAMICI T D =L 7 41,



M| TR AUCe s Coas rax e
(mg/kg) | (mg/3#) | (ng h/mL) (ng/mL) (h) (h)
2)6{;]2) 1.69 666(70.9) |14.4(193.2)|6.0(2.0;30.0) [49(37.4)
(05{;?) 3.52 986(93.3) |20.6(201.2) |4.0(1.0;12.0) |76(39.7)
(05{;; 6.23 2085 (102. 2) |45.4(127.6) [8.0(2.0536.0) |52(30. 2)
(06{;]2) 9.63 5431(61.7) [114.8(113.3)|11.9(4.0:35.8)[52(19. 3)

AFN D AT R IE 8. Omg Td 5,
AUCo-168h, Cnax K& OY ti/2 (TS FIIME (ZEBREN) |« toax (ZPRAE (/M KA

#16.1.3 BRFILEVDBTEMESREEEEIRELEKT

BE

R ARV AR B EIR S RAE B 24 5] R
6~11 /%) A 0. 02, 0.04, 0.08 & TN0. 16mg/kg % Hi[a]
KNG L L & OFEMEE AT A —2 2L FITRT, £
7oy REFRVE VWA SIHERS EIERE 8 # * 12/ L
F 4 b 0.03mg/kg Z 1 H 1[0 7 HERKIER FHREL
T2 Ex0E5% 1 HEIZET D AUCe-am (& FH)MH)

1% 108ng-h/mL, Crax CE(TEEIfE) 1% 10. 6ng/mL, tmex (1
PAF) 1E 4.0 BRL SRRFICE T 22 CGRATF4{E)
249 ThHo7 GHEATFT—%) 9,

a : FERFNZIS T 2 bl 6 i,

Dk AUCo-168n Cuax o tie
(mg/kg) (ng- h/mL) (ng/mL) (h) (h)
(061;]2) 606 (72. 5) 21.8(122.2) 8.0(4.0;8.0) 45(34. 6)
(061;;4) 1840 (61.7) 71.9(68. 1) 11.7(8.0512.2) 41(10. 4)
(06{%8; 6288 (39. 5) 278.0(30.7) | 12.0(7.9;12.3) 37(17.1)
(061;”6) 25512(23. 2) 458.4(30.7) | 25.5(8.0;48.3) 34(21.4)°

AUCo-168h,  Crax K& OF t1/2 (TSN (EBERILN) |« toan (T PAE (/M 5 SR KA
a4

*x16.3 9

ARIEDMIES 726D in vitro FEAFIT 99%E T
HoT,
BN RV AR 330 Bl S5 D Mg
FROR SRR 2 S < BAERTEW B REMRT K OV R R LT v
IRV BERERE 210 6515 b7 Mg hAsK s
FENCHES < RHERSE BN REMEAT D5 R AT AR (V/F) 136k
NIRE RV VAR EAE B T 14. 6L, FREHRIVE & 43k
REMRE BIERE T LIL LHEsnz 9,
16. 4 35
TR R A B VEG RS 7 51 U B U 7o AR % B[Rl T
Lz E & AT ERICAE S, JREOEEFIC
KRB TGRS T, (RIS 81%, FEHIZ 13%f
Rahtz GHEAT—%) 9,
16.6 BENDEREHT HEE
16.6. 1 BHEEES
R FEBERETE OFRE O F e 2 9EBRE DRERIAIE @& (GFR)
OBEIEMICTESNTHHE) 1T ARSI 0. 08mg/ke 3 1
B RE TG Lz & & DEFIRIE (53 B H) To
Wb A | BRSNS IEH 2 kBRE (GFR 90mL/min LA E) &
PEBGRRGT L7 R 2 LU RIS, E70. BHSRENS IE R 228
Bkt 5 IGF-1 @ AUCo-1esn DELOHEFEEIZ, F 7
AULo14 (BRJE) | 1.35 (FRAEEE) | 1.40 (FEE) KOV1.24
(MIRENT & LB L T 2 HHH) Tho7z GMEAT —%)
", [9.2 58]

AUCo- 1681 Chax

i

T RE o HEEE FEoHEE

[y

L90%{Z X [H] ]

[90%{5 #E X ]

% (GFR 60~90mL/minoAi) /155

1. 25[0. 74;2. 11]

1.31[0. 71;2. 39]

A (GFR 30~60mL/minA<iil) /1E

1.27[0.77;2.07]

1.40[0.79;2. 47]

HE

(GFR 30mL/minzAji) /1E &

1.75[1.00;3. 06]

1.47[0.77;2.81]

M igEHT 2 B & 4D iR/ TR

1.63[1.01;2.61]

1.34[0.77;2. 32]

el R (134 | R B | AR 8 . EEE G ) | s A%
LT HHEE (8 4)

16.6.2 FFiggEfEEH
AT REBERE F2 DL D B 72 2 Wk5R & (Child-Pugh scores IZ
FSWTHHE) ISR DARZE 0. 08mg/kg &I 1 IR T
BhH Lo EoEFRIE (5 3 BIH) ToHpEEL
FFHSEEDS IEH 7o R & FERET L 72 R 2 LU R ISR,
F 7o, AFEREDS B 728 BRE 12X 95 1GF-1 ¢ AUCo-168n 0D
FEOHEEMIL, 0.85 (REE) K1N0.75 (L) Th oz
GHEANT—4) ¥, [9.3 &H]

AUCo-168n Chax

I RE FLOHEENE FEOHEEfE
[90%(E AT | [90%(Z 48X ]

X% (Child-Pugh/y¥H 7 7 AA) /1IEH | 1.08[0.6651.75](0.95[0.52;1. 74]

FRAEEE (Child-Pugh/y¥E 27 7 AB) /IE | 4. 69[2.92;7.52]|3. 52[1. 97;6. 31]

PEBRAH TEH (16 61) | MRS (9B | hAFEE (9 )

16.8 ZMits

16.8.1 RABERILEVDBFLSEREENRELEZRTERES
RN TRV WA AE RS 22 Bl AR 0. 02,0, 04,
0.08 KX 0. 12mg/kg i 1 [BIIER TG L LE 0%
o4 BEICBITDIENFERT A—=FELTIORT, £,
NIRRT A RIERF 8 Bl /LT 4 b Y
v CEYIME 0 0.004mg/kg) % 1 H 1 EIIER F&E Lo
L E DG 48 BIZB T D IGF-T 0 AUCo-168n &) A5 4E)
1% 28502ng-h/mL, IGF-1 0 Cnax ($(iTE-¥MH) (% 191. 4ng/mL.
IGF-1 @ tuax (FHAE) (£ 83. 9 W T o7 GMEAANT—

&) 2,
JHHE | EEHE S| TGF-T AUCo 68| TGF-T Cua IGF-T tuas
(mg/kg) | (mg/i) (ng- h/mL) (ng/mL) (h)
0.02

1. 69 . . . . 15119,
) 25842(32.8) |189. 3(24. 6)(59. 8(24. 1:119. 9)
0.04 3.52 28839(32. 1) 203.4(29. 1)[47. 9(12. 4;167.9)
(543)) ) ) ) ) ) U
0. 08 6.23 39097 (65. 1) [283.6(60.2)|71.2(47.8:71.8)
(541) ) ) ) ) ) U
0.12

9.63 77808 (34. 4) [559. 3(39.0) | 83. 7(47.8;95.9
6 (34.4) (39.0) ( )

AAN D7 e I #I1L 8. Omg T 5,
IGF=T @ AUCo-168n F2 U Coax (XS FEIME (ZEBHEREN) | TGF-T O tmax 1EHRAE (%
JIME 5 R RAE)

#¢16.8.2 BRIV EVDBTEMHESREBEEEARELEKT

B5

RV WA MR BIEBF 24 1] ElHHELPE
6~117%) IZAFE 0. 02, 0.04, 0.08 L TN0. 16mg/kg % HiH]
BTG L EOENFENRT A—2 2L FITRT, £,
R VR WA SR RIEBH 8 Bl / VT« b
T 0.03mg/kg 2 1 B 1[B] 7 BB THRE L&
XO®5% 1 HBIZBT D IGF-1 0 AUCo-2un (Zefa] M)
19:34989ng - h/mL, IGF~T 0D Cuax BT EHAME) 13 244. 8ng/mL,
IGF-1 @ tmax (FPUME) 1% 95. 1 Bl T o7 GREANT —

&) 9,

& IGF-T AUCo-16sn TGF-T Cuax IGF-1 tuax
(mg/kg) (ng- h/mL) (ng/mL) (h)

0.02 ]
(6451) 16153 (57.0) 121. 4(52.7) 30.0(12.0;48.0)
0. 04 ]
) 24199 (86. 6) 204.6(71.9) 36.0(23.9;71.5)
0.08 .

(6 42218(28. 1) 368. 8(28.3) 41.8(35.6:;47.9)
(06{;3 34350 (13.5) 317.7(7.0) 71.5(47.2;95.8)

IGF-T 0 AUCo-168h S O Cuax [ ZREMT P2 (ZEBYERE) | IGF-T O tmax (T RAE (Fi
AME 5 S RA)



17. BRERAAE

171 BHERVREMEICET 558

<BABRERILE VD BIREED>

17.1.1 ERRERELE 111 18508

(1) FEHERAAM

b AR AR LR R TR I O BE R BR AR VE Uy
IARAE B 300 Bl 2 xt4e & LT 35 MM (1 R o%Eg
WA ETe) O7 78 Rxl (ZEER) KOSEEGHE JF
B RBRA E NG L7z ORFLE 1 R 58E 120 41 (AN 18
B) . 7TEARE ARG 6L B (AARN 10 ) KO L
Faobur 1 B EESRE 1196 (BAANI8H) 1, A
HIE O/ VT 4 b ErORBARILUTO LB & L,
P 5-PhA1% 8 XA EFHEEMIE & v, IGF-1 SD =7
O HIEME (—0.5 8 1. 75 LLF) It~ T, HEMRETIHD
BIO#YE (VT 4 he B AEFET S 80 1 B0
BeH) 25 3 HERICHIE L7z IGF-T fHIC A& AL 0. 1~
8.0mg. /NVTF 4 Fba ¥ UL 0.05~1.1mg (HA AT
0.05~1.0mg) O T 2 MITHGENPTEINT,

(2) ERHM

35 A O FEFBRMIM 25 T Lo mE R ARE R VE 5y
AR RBF 272 23, 53 WM (S5-I . 86 ) DIk
EHIH GEBER) BT L, 77 &Rl 1 B GREO #5R
FIIARAKNA 1 B GEICBITL, VT 4 brE> 1 H1[E
B G REOWREITAFNIE 1 BB UL ) VT 4 b1
A 1 BEGHEOWT IS HERIELE D (T Shic, AFI
W 1 BGOSR 1S, R HI TS ARBI O G AfkE L
7= URHIE 1 [R5 GAkeeie 114 1 (RARN 18 H1) . /LT 4
e 1 B AR 52 5l (AANIFD) . FF&
R 1A SAFIE 1 [R5 55 61 (AN 10
B ROV VT 4 b1 B ERFGBARKIE 1 RS
BATEESL B (AARASH]) ) ., AFIKRO /LT 4 haE
O BAMA B OV BRI 5 A3 F B & Rk Ch -
7o P btk 87 M & TR D MREREL AR =R (%) KON TGR-
ISDAaTIHUTOLEEY THH W,

7T R IV 4 hut” v

IN—F AFH JNVTF 4 hrEst
605% LA T D Rt 1. 5mg/ 3 0.2mg/ A
BOTZ b ozl LT0D .
P SCT DI e
605 AR DR E 1. Omg/ 0. 1mg/ H

a: /LT 4 br U OARAE - R, LEBICAE K H, Vv bhrE
v (Gl Z) & LT 0.021mg~0. 084mg TH 5.

77 2 RBEOBRE KT 5 B Rk O R x . AKIRE O #BRE L (R

—& L,

FEFGEE R EIR R ) OX—2 T4 b &h
BMBEETOELE ONICLVEE) ) FUFOLBY T
B AREHE 1 EEE 07T 2RISR D EBE DS HGE S
7o (B2 ORAIRE— 77 B AEE) Ol 95%E X O LR

R | R mo AR me / e L;; ’
RABATHE AAmirEe |
N— R 37.00+8.89 | 39.12+8.81 38.26+9.59 | 38.16%9.46
s T4 (60) (119) (51) (52)
{Ztﬂﬁ;/‘i 53438 0.38+3.14 -1.18+2.87 | -2.28%3.99 | -2.53%4.76
(%) HED b (56) (116) (51) (52)
5871 -2.16%3.94 | -1.63%3.65 -0.96=*4. 51 -2.63%4. 65
RFDZEA L& (52) (109) (47) (48)
R 2 -2.64+1.28 | —2.54%1.26 -2.75%1.20 | -2.33%1.28
% (60) (1 (50) (52)
SD £ 5343 0.05%£0. 59 2.36+1.34 2.32%+1.23 2.45+1.26
o | OB (56) W 6D 52)
#5871 2.36+1.55 2.29+1.39 2.35%1.54 2.07£1.12
MO L 50) (110) un un

750 Rl o

s BHEE | Re2 T | BG4 ;gngzé [ggjggglﬁ’
wen | | e | e | e | s
ﬁi?;:% S 36.9(0638.98 37.8(65;8.94 0.4?2516)3.31 [-2.68;-0. 38]
(%) s bt vie| 38 1((1)11;?.65 35. 5(()1T11>0.42 —z.?zsl)lil;;.z;s

a RIS (BRERD | b AHIRE - 7T AR, O EOMT (34 BO£T

OB .

34 38 O KK 2 25 ARSI 2 IV T e,

P51 34 I3 T D MR B 9~ 5 /X T XA — & ROV IGF-
I SDATEFUTOLEEYTHD Y,

THA | FHlRER 75 wREE AFARE JV 4 bet vRE
Ml | == 105. 81£61. 84 138. 31£78. 02 125. 35£69. 80
RENG T (57) (107) (110)
ARk | B34 4.41%+13.81 ~11.61+23.93 -9.68+21. 37
(en®) |WrO %A (53) (105) (104)
wape | ST A |24820.88511364. 09 [27559. 3810803, 67 [27260. 57+ 11967. 97
;7]”; Sq (60) (119) (119)
(5‘ P h3438 | 305.47+2689.06 | -85.473022.71 | -855.71+3167.06
FED LA (56) (116) (111)
K | ~N—% | 18956. 275488. 96 | 20303. 95-6583. 47 | 20353. 44+7018. 30
g3 FA v (60) (119) (119)
i | #5343 | ~76.22+1006.58 | 565.21+1011. 18 | 482.76=-1246.89
() | »ZE(kE (56) (116) (111)
W | =% [42530.26=11011. 48 |45477. T1=13112. 08 |45658. 60+ 14323. 08
] FA v (60) (119) (119)
fRTE (#5343 | 334.43%2048.01 | 1395.88+2139.32 | 1359.3342359. 11
() | oZE(kE (56) (116) (111)
g | 7 -2.64+1.28 -2.54+1.26 -2.53+1.27
0 TA v (60) (117) (117)
2o 5343y 0.05%0. 59 2.37+1.33 2.28+1.32
DEA R (56) (116) (113)

T IR R (R

AFIE 1 R GHREORZ e T a7 v A uid, VT 4 b
oyl AL AR GHkERRE L FRECH 0 | Bl kol
BIEH DN T2, AFKIE 1 B GARTEEZ F\ C aE
(B%Lh b)) TS SN -RIER L, 8 (5. 0%, 6/120 1) |
HRRMERIE (4. 2%, 5/120 f51) K OBEETR (3. 3%, 4/120 i)
Thotz®, [1.4%M1]

17.1.2 ERE 111 #8548

b bR AR VR CRAITCIRE TR O B AR NESERARRE A
IV VIR AIE R 62 Bl A x4 L LC 53 M (1 R
D%BIEHM %2 G te) OIEFEMR., FHHREE A Fhi L7z
ORAE 1 [ 5RE 46 Bl VT 4 brEY 1 H 1
BEHRE 16 6]) . KK VT 4 hu v OB
117,11 EBIEREG T AR & Rk Th D, 5B
t 20 M3 H BEFAEEWIM & S, IGF-1 SD A= 7 @ HAE
E (02 LLT) 126> T, HEMRET 5 HoRORS (/
NT 4 hr EAIHERETLSHO L EMIORE) b
3 HARICHIE L7z I6GF-T fHiz S & . AKX 0. 1~8. Omg,
JIVF 4 b B %0, 06~1. Omg D#IPH T 4 B 55
DR ST, BeH1% 52 BICE T DR ST A — X
(CT AF ¥ T LV IE) KOIGF-T SD A2 7 XL F o
LBy Ths W,

Py R (WERE )

AFHIE 1 B GREOZENE T T 7 AT, VT 4 oy
V1B 1ERSTEEFEETH O | Bl 2O EITA D
nighoie, 77 vARME 1 EIEGREORIERORBUHEE 34
A 1SR L VT 0 br ey 1 AL SR L g
LTI o 70, AREE 1 [EES RSO CREgEE (B%L F)
TS SNZRIERIE, 5 (5. 0%, 6/120 #1) K OBIHiJE
(3.3%, 4/120 %) T o717,

A FFAMRE AR AFAEE I fhet VEE
IR 317.987+220.256 | 276. 488 111. 225
(46) (16)
TAT o 313.498=179. 485 | 271.543+74.326
‘ 523
(cm®) #5752 (43) (14)
o § ~7.091-58. 893 745032, 177
P 552 M D ZE L i (13) ? (1)
R 238. 750 % 167. 025 185. 91979, 368
(46) (16)
SAT - 212. 251+ 129. 823 183. 33650. 689
(em?) #3521 (43) (14)
o - ~5.033240. 735 6. 779+ 22. 900
P 552 RO ZEAL B (13) a4
P 109. 237£77. 229 90. 569~ 38. 988
(46) (16)
VAT 100. 976 £66. 529 88. 20730, 042
3
(en?) R5528 15) (14)
) 2.618+29. 123 0,671+ 15. 284
i o i
552 RO 2L B (45) a9
. 0.64-0.72 0.88+0.82
N
SR (46) (16)
I6F-1 0.61-0. 68 0.520. 57
oo ) ) ) )
D=7 b 5) a4
; . 20.020.78 0.30+1.03
e 55208 RF D ZEAL it (15) )

R (R

TAT : #AENG#EAE, SAT : B2 FARI#A..

VAT = JEIVEPN S PBAE IA #ELA




AFKIE 1 BEEREOREE T 7 s A NME, AT 4 b
V1 H L EEREEEEFEEETH Y | R L 2D ST
Niehoto, AFGE 1 EHESEICB W CEEE 3%l L) T
WE SN RIERE, ERSEZ (4. 3%, 2/46 fi) K ORI
(4.3%, 2/46 i) Th-o7=", [7.4 BM]]

< HRRIVLE VD BT HESRE>

17.1.3 ERRH£RESE 111 A5
t MR ALV E VA CRIGE O E R VE WAL
PEAR S RAE B 200 ) (FRHNEEPH : 2. 5~11 7%, FHIF 1
6.4 %) &A% E LT 52 MM ORISR JEEh) s
FEfiE L7z CAH) 0. 16mg/kg ¥ 1 [AI1#% 51 132 5] (A AN 19
Bl) OV AT 4 Fr s 0.034mg/kg 1 B 1 [EH% 5 @ #E
68 51 (HAN 114D J o
52@%@}%&%%W%m7bt%%lwﬁwi 2 M
DEEMIERWIFIIBAT L. (2R5HIH - m4L)Q/
VT 4 b B 0.034mg/kg 1 H 1 RGO WERE X
AA 0. 16mg/kg # 1 BEIHEEEIZYI Y R Z ., AH 0. 16mg/kg
W1 [E B 5RO YR 1T AKI O 5% fke L 7= UK 1
[l ket 131 61 (AARN 196 KO/ AT 4 et
o1 B 1AL AR 1RSI 68 # (AA
A11g) ],

a: /T 4 bu U OB - AL, VERICEE kg b2, Y~ e
vy G T##Z) £ LTO. 175mg Th D,

FHEHMBTEE (52 OFERREEE (cn/F) ) ZLLTO
LBV THY ., REIO VT 4 ba BTk 2 IELTER
MEEES N GESME~—2 0 0 -1, 8en/4E) , B4 52 W
KON 104 O H RAZBIT 25 H KOV IGF-1 SD A=
OFERIFLLTF D LB THD 7,

] o B . L) Tt 72 OHEE A
ST iR M ki
i R e ™ I
N 43%1.4 41+1.4 B
740 (132) (68)
R P 11.2+2.5 11.8+2.9 ]
PR | G %620" -0.5[-1.1;0.2]
(on/4E) (132) (68)
- 8.4+1.5 8.7+1.8 B
K 5 (127) (67)
== 2.99+1.02 | -3.47+1 52 B
FA L (132) (68)
HESD P T1.78%0.95 | 2.09%1.12 B
aay | BEB2E (132) (68)
ronme |1 2350.91 T1.47%0.94 B
et (127) (67)
~—= T2.03+0.97 | 2.33%+1.03 B
T (132) (68)
I6F-1 - .
S - 0.28+1.28 0.10=1.09 -
P (132) (67)
o | 0.271%1.06 | -0.25%1.25 -
5141043 (127) (©6)

a: TR (B )

 AFIGERECIE, RN O AA 0. 16mg/kg 1 1 [ GBEOBBRF 2 AH D
57 104 EERkGE LTz, /AT 4 R E Vb ARFIBITRECIL, RERBRBMO
VT 4 REE0.034mg/kgl B 1[G REDOBERE A& 5% 52 I /) VT 4 ke B
U BAFA] 0. 16mg/kg 3 1 AR GAZH) 0 B2 7,

KA 0. 16mg/kg W 1 \EGHE - 2T ¢ hu ' 0.034mg/kg 1 F 1 BHRGRE,
B, AR, MR, GH TEE, MEWI & 4EH & HUKOZHER R ON—2 T A VIO YR
TR L7236 ot (52 M o4 C o BIE)

CREEEORHICH T THWER—Z T4 v oFRIF, 52 BETIE 0 Ao E
Z 52 I V%D 104 E TIX 52 BOHEE AWz,

o

o

o

AEMEOLRENET a7 7 AN, VT 4 e BV REE R

HThY .| FRlR 22 OBEITH BIR D -7z, 52 #H]
OFGHM CARAFCB W CESEE B9l L) THEsh
7ZEIWER X, 98 (3.8%, 5/132 f5) TH -7z, 104 B
DOFE AR CARAIFAERE B W TR (3%LA L) Tl
ENT-EMER X, BEW (4.5%. 6/132 #) K OV AR
(3.8%, 5/1324) THo7="

18. EZpEE
1&1#%%@
VRPN B & | IGF-1 /i aEtEd 5, F7=, B, A,

nﬁﬁwmﬁfw%/XQW%ﬁbfﬂmﬁm EEEEM
L. JRIARAAE 2 B> S RSBk O R R 2 g9 5.
WRET LT I L ORESIC L | AROBEH BT L. 7n
vivo TORAH (tie) DIEET D720, ZOIEHANFE
felb 4519,

18.2 fAHARERE - BRI RIREER
R ARV AN BRI LT, AR (AR R Dk
Do BRIEN R E O R OREHER 2 EWLT 5, £z,
R AVE R T EAHE T v MOASEEZHE 1 RlRE L7
A, REOBI, M IGF-T JRE OB, BRIFII A E D
. B R O, RIS RO SRR Bt 1,

19. BMBAICET HEILFMIER
4 T sy (BRI R) (JAN)
Somapacitan (Genetical Recombination) (JAN)
432 1 CrossHisoaN2730319S9
Sy 1 23,305.10
R
TR RS N AN T 4 RiES
FPTIPLSRLF DNAMLRAHRL HQLAFDTYQE FEEAYIPKEQ KYSFLQNPQT
SLCFSESIPT PSNREETQQK SNLELLRISL LLIQSWLEPV QFLRSVFANS
CVYGASDSNV YDLLKDLEEG IQTLMGRLED GSPRTGQIFK QTYSKFDTNS
|
HNDDALLKNY GLLYCFRKDM DKVETFLRIV QCRSVEGSCG F
C101 : 7 /v ALEINE

T IV ALERAL O

Y\ o~ \/\NJ\/\/S OO
HO;CU H COH H o !
N>\/\n/ N\/\O/\/o\)LH co,H

H

o
*C101 OHf B

ANE . V~T X%, Emin iz e Mk ERVE CHEF
BTHO, 101 FHOOA ANV AT A 5%
ICHE#EN, 16-(1FT F T ——5-A L) ~FHT
BRIV ARF T BN AR T IR
B UHD e -7 2V ERTLENTZY v 28
D 8T )-3,6-UAFY A7 X UKL 2 HD 7
HIUEENOEEREND Y U —% LT 101 FZEHOD
VAT A URERICHEAL TS, YT H T, 191
o7 I BEEN SR DEMY RV ETh D,

20. BRIk EDEE

20,1 JiE 2 e, DR (2~8°C) TERET 5 Z &, (EHBRIEE
1. 6 EELNIZHERT 5 Z &,

20. 2 U CHRAE S TE e WIGAIE, A BAATT IR ARZ I
NPhLT, —HFICERCTRET S22 L b TX 5, BHA
FeZRET o TS L VD LT @ 3 H R (72 R
FTLTBHL,

21. ERBEH

EHGL Y 27 ZRED B, #UNCERT L &,

ke M

22. A%
<bmg>
1.5mL [1 4]
<10mg>
1.5mL [1 4]
<15mg>
1.5mL [1 4]



23.

24.

26.
26. 1

FEZXHK

1) FENEE 5 T AHERIRSUBR (NN8640-3915)
22 H7K&E8 CTD2.7.2.3)

2) FEWNEERF B 1 AERARRER (NN8640-3947)
22 FA&FR CTD2.7.2.3)

3) FENERE 5 1 FHEGREER  (NN8640-4042)
26 H &R CTD2.7.2.3)

(2021 41 A
(2021 £ 1 A

(2023 -6 H

4) tEPNERL : 2021 451 H 22 HKER CTD2.7.2.3.1.9
5) fENERl : 2023 456 A 26 H&Z CTD2.7.2.3.1.6

6) FENERE 1 AHERARE R (NN8640-4237)
22 HAGE CTD2.7.2.3)

7) FENEERL 2 T AERARRER (NN8640-4297)
22 HA&FE CTD2.7.2.3)

8) FENERE : & 1 AHERARHER (NN8640-4298)
22 H7&ZE CTD2.7.2.3)

9) thNEEL - 55 TIT FHERIRER (NN8640-4054)
H 22 H/K#F CTD2.7.3.2 }1N2.7.3.3)

10) FEPNEEEL - &5 TTT FEEGAR AR (N\N8640-4054)
H 22 BAGE CTD2.7.6.6)

11) #EPNEE: 25 11T AHERIRERER (NN8640-4054)
A 22 A7 CTD2.7.3.5)

12) FENEEEL - 85 TTT FEEGARABR  (N\N8640-4054)
H 22 BAGE CTD2.7.6.7)

13) #LPNER : 5 11T FHERIRRRBR (NN8640-4244)
22 HIKZR CTD2.7.3.2 218 2.7.3.3)

14) #PEE : 5 TIT AHERIRERER (NN8640-4244)
H 22 HA&FE CTD2.7.6.9)

15) #LPNEE : 5 11T FHERRRABR (NN8640-4263)

(2021 4F 1 A
(2021 &1 A

(202141 A

(2021 4% 1
(2021 4F 1
(2021 4 1
(2021 4F 1
(2021 4¢ 1
(2021 4 1

(2023 4 6

H 26 A7KF CTD2.7.3.2, 2.7.3.3, 2.7.3.5, 2.7.6.6 }¢

2.7.6.7)

16) tHPERE - 2021 4E 1 H 22 HKFR CTD2.4. 1.1
17) #ENEEF ;2021 45 1 H 22 &R CTD2.6. 2. 1
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BERFET
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AR TAHEAREXADR2-1-1
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