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16.6.1 BHEEREBEICS T HEDTE

B HEREIRE DR DR 72 D HRFE  (RHPRER IS &
mGFR (mL/min) (& X %43%8H) (ZAH] 1.5 BifZ/keg % HilmlRZ
TG L, B ER e (nGFR 90 LL L) &3
YRR 2 LR Lo iR A DU IR 9 GMNE AT —
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AUCo-840, sD Cmax, SD

B HERE D HEEE FeoHEE

[95%E HE X 1) [95%E HE X )
R/ TEH 1. 12 1.05

(#RFE - mGFR 60 DAL 90 i) [0.96; 1.31] [0.85; 1.30]
HREERE /IR 1.21 1.05

(H A5 - mGFR 30 A 60 i) [1.04; 1.41] [0.85; 1.30]
mE/IER 1.16 0.91

(FEFE : mGFR 30 A<if) [0.99; 1.36] [0.74; 1.13]
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AN 1 B PRI FEE 24 BN ARA 2 9 Z S ICRE L
7o HEC S EMIME 1 B TG L, Bh5% 24~48 B§fE &
W 150~168 D /' )V —2 7 Z w7 FIZE T 5 ik
FERZ e L, RHEMESR T ST T L5 H
WTTHI L2, EFIREBICEIT D 70 32— A EAHE D
HERIZUTORO EBY THY ., mbERE FER LKA
BT 1B LE Y, [7.1, 7.6, 8.9, 11.1.1 &)

4

GIR
(mg/kg/min)
~ w

0 1 2 4 5 6 7

3
BE5HEBIE (B)
SR ¢ BRI T L7z GIR HEE i o0 PR
MRSy BREEIC A A — Y 7 STz GIR HERE O 95%(EHHIX [

16.8.2 2 BMERBBE S H 1T 2 ENZFMER

17.

2 TRUPETRIFS BB 46 BNZARK 2 W & L IC3RE Lo &
T8 EMM 1 EE NG L, 5% 0~36 IEfi, 40~64
R KON 144~168 D 7 )V o — 2 7 5 0 T TFICBITS
MAERE FAER & et Uiz, RHEEMSE TR /3K Ee T
NERWTTRIL7Z, EFIREICRT 5 73— EA
HWEOHRIILL TORO LB TH Y, bR FEMIL
B AE T MR LY GMNEAT—%) . [7.1,

7.6, 8.9, 11.1.1 ]

6

5

IS

GR
(mg/kg/min)
w

5

0 1 2 3 4 5 6 7
BE%EerRE (8)
SR ¢ BRI L7z GIR HEE il o0 PR
NI By - RGBS A L— Y 0 7 ST GIR HERS 0 95%(EHE X ]

B PR

171 BEHUERVREMICET 558
1711 A VR VREBEDG D 2 HBERREEICH T HHER:

AFNIOW 1 B & A AV &L BERFIREEO G
AR (B TIT FE RS [R A 5R)

A VR ARFEED I\ 2 BUBEFRI B 984 5] & %51
HEAEZEN0 AT 2170 IEE R N OARAIZE 1 B3 A v
A2V ZZX 100 BEAr/mL Z2 1 B 18, 52 kT~
5Lz ORI 4926 (HARAN 861 . ARV 7
Z VX 2100 HAL/mL : 492 1] (HARN : 86 ) ) . AHAl
NIIA AV ZFF L 100 HAL/mL 1. HERIETE R
3K (A MV | DPP-4 BESE, SCLT2 FREHZE, 777
VYV a7 Na v X —BREK, GLP-1 SZAEKRIES)
3) PFH FCRE Lic, ARFIFEOBR LM &L 70 BAr, A
VAV Y TZ VR 100 BL/mL 0O BRAG X 10 AL
L, RBRERT, AFIRRA LAY Y T T0F L 100
AL /mL OFeE- R, SER AT (b e 2 RlE)
W2 DD THERERIIZ RS L 72,



FHEIFIEE T 5 HbAle DR—RF A U6 EEH1% 52
HETOEARIZTFTROEBY THY AFIDOA R
7' F VX 100 BNL/ml Sk 2 IEL DS GE S s (GF

FHEEIIEH CTh 5 HbAle DR—R T A U b 5% 26
HECTOEBITITEDOEBY THY, AFIDOA A
¥ TINT 2T B IEBVERRGES N GESTE~—

FtE=—0 00.3%) DL 0.3%) .
RAIRE AR TINFS AFITE AR) Y FINT IR
(492 #i) 100 HAZ/mL (263 f51) (263 i)
(492 f1) HbAlc (%)
HbAlc (%) N—=ZFA " 8. 1720. 77 (263451 8. 10=0. 77 (26344
N—2F AL 8. 50+ 0. 99 (49241 8. 44+ 1. 02 (492151 P55 26 RS 7. 20=0. 05 (26345i)) 7.42+0. 06 (26344])
P15 52 kY 6. 930. 06 (4924 7.120. 05 (4924i) b -0.93%0. 05 (26341) -0. 71%0. 06 (263451
ZE{ —1. 550. 06 (49251 ~1. 35£0. 05 (492451 A 7N ) e ORERIZE -0.22
AR )Gy & DRERE -0.19 [95%{= e X ] [-0.37; -0.08]
[95%(7 4 X1 [-0. 365 -0.03] a) FEIMEHIRNEMRE GHEHIE)
a) I EEER S GRAREIED b) e/ R AR RS GRGEIR) - 25 Bl sE i A P TR IME & Al 4
b) HR/h TR AR ERAE GG « 2 EM TR A FVCORIIE & et O L 0 HEE
HHOIHTIC &0 HEE o) ZEMITIEEZ VTR EZ ek, EoEoITIc L #iE
S s \ SHIME g NS TV HEE A
c) %ﬂ*mj:/f:’iiﬂ?b TRINE ZAligete, Iommobric L v e j‘:fr%l]?}tﬂi{ﬂﬁlﬁ 5] 0)%%%?%&:%_;_0
F 2RI B ORE R %2 TRITRT, AHITE A2V FIAF IR
A ARV TINF (263 f51) (263 i)
(192 ) 100 BN /mL i HbAle 79 O Rk
(492 ) 5. 26 WO EREIS () 40. 32 (263%1)) 26. 49 (263451)
HbALc 7% D R LAV 2 R L L3O fRILRE A S 9T ICHbA Le 7oA D EE AR
5 52 MO EIS ) 57. 57 (492451]) 45. 44 (492431)) 5. 26 WO EREIS () 36. 73 (26343 26. 79 (263451)
L AL T L AL 3 DRI A FE B 7 ICHbA L T%A D3RR 72 NG AR (mg/dLL)
5 52 ARFOFEREFIE %) 52. 56 (492451) 42. 58 (492451) N—=AF A 152. 24%47. 47 (26044) 150. 70+40. 92 (25744i))
ZERE IR MM (mg/dL) 5 26 jE g O 123. 012, 08 (260)) 122. 30=£2. 10 (2574))
R—2F ALV 185. 31 +48. 96 (48044i]) 185. 7151, 66 (4744i)) 2 {p it -28. 47=2. 08 (260)) -29. 18=£2. 10 (2574
#1552 g 0 125. 19+ 1. 67 (48043i)) 125. 43+ 1. 68 (47443) U 0> FESAPRPY (70-180 mg/dL) B[] (time in range) (%)
2tk ¥ -60. 32 1. 67 (480)) -60. 08 1. 68 (47445il) 223 ~ 268" [ 63.13+17.40(238f5) [ 59.50+18.92 (2394i)
LA > F A EFE N (70-180 mg/dL) R (time in range ) (%) L3 7- ) DBasal £ v A Y VA& (H{T)
483 ~ 523" [ 71.94%18.23(439%1) | 66.90-18. 19 (440fi)) . S 280. 0(10.0, 980.0) 253.97(49.0, 1364.0)
CHRBT- D Dasal £ VAU U 58 (i) 2426 (2490 (2526)
50 i ~52 3 9 230.0 (10.0, 980.0) 221.5 (14.0, 1022.7) a) FIGOHMEM GHEFIED) « 2 EMlTEEE MO TRIEE TR, v AT 1>
(472651)) (47741) 7 [BRE T M K0 HEE
a) FIAOHEM GHEGIE)  ZEMEEE BV TR EZMTER n VAT (v b) T FEHERE GEAG G4
7 AR TS & 0 HEE o) F/h IR ARHERRE GHGEIED « 2 EAliveikE AV TR A et
b) T RS R0 A WAHTIC L 0 Hes
©) o SRR s GHRIED « 2 Ealiseik g AV TR 2 HiE d) fiE (R, ki) GEEGIED
BT &
D G o e TRBGRIE (LD | TSI (s
pi ~ NP ~ w
FRAREME (L 3) | TS BRI OO S s
L 7 HARIMEE (LoL2) | RO~ 3 T LUL 2 f,/%?; D [5.1 58] ' o
DERIENED B 7= ) ORI ORI 4 pe —
Z TRIORT Y, (263 f) (263 f)
P A A U/ Iﬁ‘?/‘vﬂe\“/ BE BT OFEMBEI EHEIS %)
(492 #il) 100 HE7/ml. Liis L ~L3O R L 0 (0) <0.01 (0.4)
(492 i) LA~V L2
B b7 ) DRI GEREE () P 0.73 (14.1) 0.27 (7.2)
L UL 3O ifi €0.01 (0.2) <0.01 (0.6) v«»snmi k;;vzw 0.21 6.1) 0.09 (3.4)
L AUV R L~V 20 fE M 0.30 (9.8) 0.16 (10.6) &_'“JT&M“ — - —
a) AFIREOBHE b= 0 OFEMBBIBE R ORIEIG 1T, AR OB £%1) 8%
LAL3 T L L20 e (262 1) 1ZFESWTHEE
- 0.04 (1.8) 0.03 (2.2)

17.1.3 Basal-Bolus A T/AEPD 2 BERRBHFICH 1T 5

B HERRARARE DG/ FEGA T TO Basal-Bolus &%
(% 111 HEERELRRER)

Basal-Bolus #&{E TR o> 2 TUREIRIS B4 582 4 2 %t
GUTIAEAEI Y (T Z24T . IEER FCARAIZE 1 EX
IZA RV 7T 0F 2 100 BAZ/mL &2 1 H 1[5l 26 1
MR THe - L ORAD: 291 B (AARA :44 1) | A >R
V2 7 FL% 100 B /mL 2291 5] (HARN 41 61) )
AAIUIA A > FF)0F 2 100 BAL/mL 1%, BERIF
TR (A RARV S o DPP-4 PSR, SGLT2 PLEH, F
TV VUHE, oI av A —VIHEK, GLP-1 ZAK
TEENEE) PR UG T30 Bolus A > A & LT
AV AV TAL N1 A 2~4 BIE TGO T T

N Beh Ui, MBRER T, AFJROA 2D TT1%

7o ORAL: 2626 (HARN 5141 . ARV FT)L + 100 BT /mL DRy 5Bl SRR AT (U 2

77 263 B (AARN:4961) ) o AAIKTA R 7 JUE) \ZHS Tk FRE L 72238 AKIEE T, #lml

TIVT 7L BERIFIEFEE (A b ak/L X [ DPP-4 BHEFE, P21, B0 AT RO Basal A > AU > 1 R

SGLT2 A, 777 Y w3k, a7 3w s —LHE O T ERESBIC L5 R LERMRERS L, 20

B GLP-1 SZARVETNEE) BFHI T e L e, iR 2 1% Basal A AV v 1 ARERED TEEEEE L, B

FEIROA > AV > FINT 7 OFHRIT, T AR Melrm A BT Ao b L,

MR (s A CE) (SRS Gk I FHER L7228,

ARAFECIE, IR GRHCIE, #IY F1F RO Basal A >~

AV 1 HRERED 755842 S HI2 1.6 fFICHE L2

BEREG L, ZO%T Basal A > AY v 1 BRGRED 7

GRAEE L, DRBIGEEHEES T 28 & L,

52 MO EFTHIR O%IC S 51T 26 HFIER LT, EH%
SVEERE LI ER SR ik, ERRKMmEE (LL 3)
SUTEGRAICRIE & 72 DKl (L~UL2) OBREHTZY
DR B EL OFHE A 1T, ARAEETIX 030 /A -
FERON2. 4%, A AV > 7T VX2 100 BAL/mL BE Tl
0.16 £/ A « FERN14. 2% T »7= 2, [5.1 BH]

17.1.2 Basal 4 YR U CHREROD 2 HHERFEFICESITHH
BIAKIOBIEFEE A VR VERLSERFBABRED
SrREE (5 111 AERLRRER)

Basal A > AU CIRIEH D 2 BUFEIRIGEHE 526 % %F
GUTHAEAE O (HT 217, FEER FCARAIZHE 1 [B1X
A AV Y FUZAUTF 2% 1 1A, 26 BEE TG L



FEEEE T 5 HbAle DR—Z T A b 5% 26
BETOLENEIZTTERDOLEBY THY, KFDA R
v T TR 2100 BAL/mL k9B IELTEDRREE S i
GELME~—0 1 0.3%)

y AVA) Y TINF
@T%) 100 HAZ/mL
(291 f4])
bAle (%)
N2 T A 8.29+0. 86 (29144 8.3140. 90 (291
55 26 EE Y 7. 14720. 05 (2914i)) 7.12+0. 05 (291%1)
ZAbhL Y ~1. 1610. 05 (291{3) ~1. 1840. 05 (291{3)
(VA)y 17y & DRERTZE 0.02
[95%IF X )] [-0.11; 0.15]
a) PR EEREREZE GRmEIE)
b) HR/h DRI AR ERRE GG « 2 EMTEE A FVCORIIE & e
WO &0 HEE
o) ZHEMTEEE VTR A flivetk. E0BOHTIC & 0 HEE

T2 IV H DA & TRICRT,

" AA) Y TINX
oor ) 100 Hfir/ul. 75
(291 1)
HbALe 7oA DR
B 5 26 R OEREIS W) 40. 69 (291) [ 45. 48 (291))
L AL T LA~V 3 DRI A FE B 7 ICHbALe T%AR D3RR
5 26 ARFOFERFIS %) 26. 48 (291451) 25. 24 (291451
ZENEIRF ML (mg/dL)
R—2F ALV 166. 59+54. 10 (2834i]) 173. 05+63. 46 (284f4i])
P15 26 K 0 138. 28=2. 90 (28345i)) 140. 76 2. 93 (28444
2Lt -31. 542, 90 (283/3i)) -29. 062, 93 (28445i])
LB o> B RSP (70-180 mg/dL) AT (time in range) (%)
228~ 261" | 66.88%15.62(24451) |  66.44%16. 17 (2374)
LRI 72 ) DBasal A A U A (AT
. . 360.0 (45.0, 1450.0) 294.0(52.0, 1116.5)
248~268° (26141) (264451)

FlGoHEM GHEFIE) - ZEMTIEEZ AV TRIEA TR, n Y27 1>
7 [EURET M K0 HEE

b) T EEHERE GEAGGIED
o) F/h IR ARHERRE GHGEIED « 2 EAliveik a2 AV TR A e s
WO &0 HEE
d) fiE (R, ki) GEEEIED
BERARMSE (L-oL 3) | BRI MNE SRR A
&7 HIRMEE (L 2) | ROVLUL 3 T UL 2
O WURIME D B B 7= © OFF RIS O R E S
FRIORT W, [5.1 8]
P AR TINX
é;ff”ﬁ) 100 B fir /ml, B
(291 #i))
BHBHTDOERFEBIEGEHRE %)
L~UL 3O i Bl 0.04 (1.4) 0.02 (0.7)
LU UL L 20D 1 5.64 (51.5) 5.62 (55.7)
L AL3 T ~L20
AR 0.78 (18.6) 1.04 (24.7)

17.1. 41 BIRERIRBEIZH 1+ 55888 ‘Basal-Bolus #& (5 111 48

ER £ FEER)

Basal-Bolus V5 CIAEEH o | BUPE R B 582 B & kf 5
\ZHEAE LT 0 AT 2170 FEBE R T CARFIZ I 1 B EA
VAV Y FUAT A 1T H 1AL 26 BERE RS L
(CRAN 290 51 (HARN :3241) . £ AV TIAT
7 02926 (HARN :4861) ) . Bolus A AV & LT
A LAY TANV & 1 H 2~4 B TF#HS5 Lz, @&
BREfih . AFIN A R v FUAT 7 ORI,
SELIEARTIEEE (IFE A CHE) (SRS TRk 7
i L7228, AARECI. ARBRSETO Basal 1 > A Y il
B OFEEE Je QeI N A7 Y — =2 7D HbAle
fEIZHS & | YIEE GRRZIE, E0 (TR Basal A > A
Vo1l BEGED TEBEE2 I 51T 1.5 53T 2 (5ICH &
Li-fAEZ&E L, £0O#%IE Basal £ > AU 1 H5
B 7T HEEES L. DBIEEAERETL L
77

FEEMIEE Ch 5 HoAle DR—R T A U b5 26
HWECTCOEMBRIITEROLBY THY AFIOA A v
FINT 7T D IREMERRGES e GRS~ —

> :0.3%)
AFRE ARV FINT IR
(290 f51) (292 i)
HbAlc (%)
N—=ZFA " 7.590. 96 (290%i) 7.630. 93 (29241)
P45 26 WY 7. 15220. 07 (29045 7.100. 06 (292/41])
b -0. 47%0. 07 (29051) -0. 5140. 06 (292451
LAV 70N ) & ORI ZE 0.05
[95%15 fE X ] [-0.13; 0.23]

N

a) PR (

b) e/ TR E+
AT L HEE

o) ZEMTEEE MO TR Z ek, Eaairicky

E 2RI H OfE R & PRI,

i 51120

s GREIE) - 2 dAliseis v TRIME 2 4ie ik

i

AFITE AAY v FINVTIRE
(290 f51) (292 )
HbALc %A O FERR
5 26 B OEREIS %) 40. 20 (290431)) 45. 72 (292451))
LAOL2 X UL 3R MR & R B3 ITHbALe TohA 0D AR
5 26 B OEREIS %) 9. 55 (29043) 16. 74 (29243
S R MR (mg/dL)
N=2F4 " 179. 17+73. 86 (27644) 172. 31%72. 30 (28744))
P45 26 W 0 160. 60 +3. 65 (27643) 142. 02+ 3. 55 (28743])
kit ~15. 08+3. 65 (27641) ~33. 66+ 3. 55 (28741)
Wi BE A oD FAZ G PH PN (70-180 mg/dL) B§[#] (time in range) (%)
2238~ 268" [ 59.10+15.66(261f5) [ 60.85+15. 03(272f41)
L[ & 7- Y DBasalA > A ) Vx5 (L)
. . 170.0 (50.0, 720.0) 147.0 (14.4, 686.0)
24 H~26 007 (26341) (2828)

a) BIEOHEN GHLFIE) : 2 EMiswks BT RIMEZ il R VAT 4 v
27 [BFET M L0 HEE
b) S AR REAL 120
o) F/h IR ARHERRE GHGEIED « 2 EAliveikE AV TR A et
HOYHOTHTIC L0 HedE
d) fiE (R, ki) GEEGIED
BERARIMAE (LL 3) | BRZRRMNE SRR R R R
LR BIRMEE (L 2) | ROLL 3 T L~k 2 OF
UKL D B &7z ) OERPE BB R OFBEIG 2 TR
[
AFITE ARV FINT IR
(290 ) (292 )
BE BT OFEMBEI EHEIS %)
L UL 3O if A 0.33 (3.1) 0.12 (3.1)
LUV LA~V 2 D AR 19.93 (85.2) 10.37 (76.4)
LAV E L2200
Py 3.38 (46.6) 1.58 (33.6)

26 M O FHEHIF OH%IZ S 512 26 WHEERE L <, R#Z4

PEZ W L7 SE R T, R R i b

(L~ 3) Xx

PR B R & 72 AARIMEE (L1 2) OBRE BT 0 OFER
FEBUFE OFBLEIG I, AFIFETIX 17. 00 R/ A - AF RO

90.7%, A AV FTIZNATIRETIE 9.1
85. 6% CTdh-7=19, [6.1&MH]

18. ZEhEmE
18.1 fERMRF

6 fF/ N - R

AR O X ARIWEERIL., Zva—2R@oHTGchd, K
FlL, oA oA BEEFERIZA A Y LT H—
WHEA Uy B R ORI MAEIZ 1T D HEDELY iA R %1
L., E-TEICcB A7 v a—2AEAZRHETLZ LT
Ko TpEEAERE TN SE5, 62, IBMICKT 505
WA B OV B iRz BRE L. BB AR EIRET 5,
AFNOIEHEEEFIE, FEICARINT LT 2 & m
WA T 5 Z LIc kD, ARNTEEGZICmERICBITLE
B, MHAOTNT I NTFEET H & TIEEEZ R E 2R
HELRY . TO%, BEIRIZT VT I LfiEEL. AR
VLT H—LEEAT A D LT, bR TR S R e d

% 17)O




19. A ICET 2EBEEMIR
& ARV A aT s (EETTHERZ)  (JAN)
Insulin Icodec (Genetical Recombination) (JAN)
53 T2 CosollagsN710s7S6
4y f-H 6, 380. 26
s
AH GIVEQCCT'TICSLEQLENYCN 21
B#H FVNQHLCGSH LVEALHLVCG ERGFHYTPK 29
H CO,H
X/\hr'\'\/\ O o)
2
PR BE~ZEAROBER
20. BV LEDEE
FEHFITEIRICY v v 7RI VIR L TREL, 7Y o
JUVE 7Ly 7 AR vF Fam 300 BALE 6 WELIA, 7
&47 U E 71//7x§7 /7’“ Fel 700 HAZI 12 AL
RS2 2 &, EARE (2~8 C) LAEETH DI,
T % bt Té L, ol ARIIEESH L
21, RBEH
EHAL Y A 7 EHFHE A R ED b, MUNCET A Z &,
22. @i
(a2 300 Bifsr)
0.43mL X 2 A
(#a2 700 BAfL)
1.0mL X2 A&
23. EFEXHR
1) Herings RMC, et al. : Lancet. 1995 ; 345 : 1195-8
2) HPNEEN 1 MR R (N1436-4422) (2024 4E 6 H
24 H7&ZR, CTD2.7.2.3)
3) FEPERE S 1 MERAREER (W1436-4569) (2024 46 A
24 HKER, CID2.7.2.3)
4) FEPNEEEL 1 FHEGER AR (NWN1436-4314) (2024 4F 6 A
24 H#GR, CTD2.7.6)
5) FEPERE: 1 MR (W1436-4572) (2024 46 A
24 H7KER, CTD2.7.2.3)

6) NEE~T A, Ty b, UHF, 4 XKUE hEE
HNTZ in vitro # VRS (2024 4E 6 H 24 H KGR,
CTD2. 6. 4. 4)

7) FENER ST VT R USSR (2024 46 A 24 H
78, CTD2.6.4.7)

8) FENEERL: In vitro {XH (2024 46 H 24 HIKE,

CTD2. 6. 4.5)
9) FENEERE: 1 FHEGIRTAER (NN1436-4226) (2024 4F 6 A

10) FEANEERE: 55 1 FHERARAER (\W1436-4570)

24 HKER, CTD2.7.2.3)

24 HEGR, CTD2.7.2.3)

11) fEPNEEN: 2 3 FIERARRER (NN1436-4477 2/ S— )

12) tEPNERE: 2 3 FRERREER (W1436-4477) (2024 46 A
13) #ENERF 3 MR ER (\W1436-4478)

14) A& RE: 5 3 MERREER (W1436-4480) (2024 46 A

(2024 4 6 H 24 HIKF, CTD2.7.3 } TN CTD2. 7. 4)
24 H7KZR, CTD2.7.3 }ONCTD2.7.4)
24 HKER, CTD2.7.3 }ONCTD2. 7. 4)

24 H7#&ZR, CTD2.7.3 KX CTD2.7.4)

15) PR 5B 3 MIEEARRER (NN1436-4625 EH/3— )

16) FENEEE: 5 3 MIEGARAER (\W1436-4625) (2024 4F 6 A

17) Nishimura E, et al.:

(2024 4= 6 7 24 HIKFR, CTD2.7.3 K ONCTD2. 7. 4)

24 H7GE, CTD2.7.3 M TNCTD2.7.4)
BMJ Open Diabetes Res Care.
2021 ; 9 : 002301

(2024 %6 A

(2024 %6 A
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26.1 BiERSETT
IR IVTRD 77— HR &4
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