AC600AS
*20214F 7 BT (354 150
20214 6 HegaT (58 37k

B SR

. 03
RN - 307 /3 BEIRNIDPP-4FAERI AABEER RS
-2BUNE PR R R REE- 873969
MG ERERY ARES BR55RaMA
F2UYHGYTFL B(bkERBRE K OEAEEES: | OD520mg [30300AMX00034] 20214 6 /]
OD#%£40mg |30300AMX00035| 20214FE 6 H

7 270D 20mg

7 %Y70Di#40mg

TENELIA"ODTABLETS

) EE—EMEOWT I X )T 52

2. B3 (ROBEICIFIFELEVWI L)

2.1 REN OB UBoE O RO H 5 B

22 HIET b — T A, BERIEVEEE SO AT, 1RO R G
DOEE [T A~ A1) 12 & B3R 7 w2
IEAMLA L 73 % O TR O 51358 S 72, ]

2.3 WIEKYE, FATHiE. BELNMEOH L 8H (1 VA
 UESH L A MBEEESE F 1D O TRF OG0
K]

3. fERk - K
3.1 #HEL

H5e4 7 41 7 0D$E20mg 7 4 1) 7 OD$#40mg

s |70 70 T T BAUKE| T A 7 ) TF 2 Bk
gy |BHKRII3Lmg (74 ) | BRHARIP62mg (7 5 )
T ) FF L LC20mg) | Z ) 7 vk L T40mg)

R AR, B V7 va— T Aadt
4%‘l+»%wn A, kF =, T ) VR
FhUYLA, JTVEEN)ZFV, D-v Y= b= )b,
WhNF [MREREE FoFs Yo rkira— 2, K EZ)L
TIVa— (SEETFALY) . 7aAxA A VA Aa—RF
M)A, JRNVEBEATTIIVF N T L, AT T
O—A, FFL W=k, ba7u—

3.2 WA DR

Hi5E 44 7 41 7 0D$#20mg 7 41 7 0D$#40mg

[ERES ER e [ERES JE & Ea
A4 X | (mm) (mm) (mg) | (mm) (mm) (mg)
75 31 140 90 44 280

4. RhEER (3 %hR
2RIPEPRIA

5. EER IR ICEHEY 2FE

8.2 RAIFLGH. B % I I iRAS L. SEH ORI % >
KH %37 A5 L THMEIR T RGEC u@m(ﬁg«
DEFEEEETH L,

8.3 KM IEIR A Z T 2 &% 5 DT, HHEHE. HEEOE
IR L TV EHIIHG T L EICEERET LI L,
(1111 ZR&]

8.4 AH| & GLP-1 2 2R ER)# X 9" 1L b GLP- 1228k % /- L 72 1M
BERE TER 2 A LT\ 5o A 2 PR L 72 B o B R st B s
7 0 AR ORI S T,

8.5 BAMERNDH S bNDL I LN HDHDOT, FHEHI 2 L VG,
WG 22 DR D D & b a2, HRe P ICEMDS
BEZITDL L) BEIIRET L2 L, [11.16 ZH]

9. RHENEREZFITHREICETIER
9.1 AfHHE - BIEEEDH 5 BF
9.1.1 DAL (NYHASHEI~N) OH3HEE
fERREERA 72 <L RRMEATEL L Tz,
9.1.2 RICIBIF 5 BEXXITIREE
KA R T BEND DD,
R N 3 W R e e
< RIEALUIRAE, FUEUIRAE, ASHLRNZ: AEEEL, A gREa
BORELFETHINGE
< L WHAES)
< SEEED TV T — VB

9.1.3 ERFMOBREER ILBEAEDOREDH 2 BE
HHEZRITBZINWDD 5. (1112 ]

914 QTERZEILPTUVEE (ERXMQTEREMRFEQTLE
EDBEEEX [ Torsades de pointesDEEEFED & 5 B,
EEOHRRENDAERIIIZOEFENH Z2EE. >-Mm
HORLEOVRBOH 2HBE. BHY Y LMEDCRES)
QTEEZRZTBENTDH L. WIMERRRERIC BV TARA)
160mgZ 1H 15 L2 & JICQTEESHE SN TV 5D,
(1731 =]
RHF O AR &

VEH: - I WHE G - R e - RiE
g (T A 1 2 65 (M 3255 (81, 1111 ]
w @ @ ()@ ()
7 % 70D20 7 %) 70D40

Z#E., 20mg/HTHH ., mAKHEIE

40mg/HTH %,
A0 m 570 LRI F@#?&“(%é ﬁa&fw "
BT T o 79 2 CHENR TR TR Y %r% 9.3 FrRAERERE
f “1 Hiotd 2% 9.3.1 BEOFRERENH 5 8%
T INSDHEE (Child-Pugh#HTEAFI A a79M) Zxige
6. BERVAS L 7z BRI E N L T vy, [166.2 ZHE]

R, AT A 7 70?"7 L L T20mgax 1 H 1
59%, B, WEARTSRGE T, BEE 5 BgE L
23540mgl H 1w % 2 kﬁ"(% 5o

8. EXLEKRER
8.1 KHDFHHIZH 7z o TE, BEITH LIRIMAEIER K O° ¢ DX
MR FAZOWT a3 5 2 &0 [91.2, 1111 2]

9.5 1Eiw
T SR LT 2 WTREME O & 2 PRI IE . R LB
Atz Ll 2 LI SN2 Y5120 HTGT 52 Lo
BWER (79 ) THRENOBITSHE ST,



9.6 &Il

R EOFEFER A EOAFIELZE L. KILOMSE
I mE 5 2 Lo BWER (7 ) THIHHAO
B HE s T2,

9.7 NRE

INREE R E LCIRABIIE”L L T,

9.8 =k

BEONELBRL 2D 6HT 5 Lo —ikIZEHERED
KFLTWEZ NS,

10. #HE1EH

KENZ, & LTCCYPSAMAR V7S v aHE/ X7 F—
+ (FMO1KUFMO3) 12X Wfsns, [164.2 2]
10.2 BEAEE (BHRICEERTS2L)

M. 7ah 4
73 NS

7 7 A MPIAEENRSE
734y s
., v&o— i

e

ESiEL BRAER - s | BT - ERE T

LUREGIES AR 2SS & 2 | A B T 8 s i
ANVKE=ZN T LT RBENDGH LD T, [IREND,

B EEOREE 58

NI A > 2) VB LSRG T S

WA SEE Tl HEIZL AR

a-7NVayy ==Ly LT REH L

S| FA A EH e
77 A NRER |PRHT 284, K

FTVN) YRR | FED) A7 AT

GLP- 1B MAEBEE |70, TNH0%

SGLT2MHEH Hl O E % MG %

A VA B Zk,

(1111 8]
I B T 18 T % 34 56 3| S LS B MR T 37 %

% 3EH| WHEVED D D 720

B - Ml Z DAL EH D

) FOVEEF REX o8B L%

BT I VEBRILEE| PSS T AL,

L5 514
I B T 16 D % 9 59 3| IS 25 1 35 2 W RE | I B B T 1 FH A I
% 3EH| Y H 2720, M TS5,

7 RLFY > fiti & DOABEE OIRGE

RIS g RV E Y Bl L a5

FURI ARV £ 5 B’53b2 &,
QTEEZREITIL|QTIEESE I 2|25 OFEH Tk
B LT 2 3EH| BENDDH 5, B 5cbQT
79 A 1 APIREERSE HEEAH STV

¥ =T R ER B K 5o

11. BIfEA

ROBWEHD & H5bNDZ DL DT, BlELT7I2I7,
B DRO NI E IS Pk 5 e Sl R LE 2 AT

L,
1.1 EXEEMER

1111 EMm¥E (1.1~89%)
RIAED D Sb b Z EVH L, FRIZ,

A YA B

E 2V R =y LT HE OF TR % RIIEER D S 5
v, B RZ KT L ME SN T D RILHEIR
MRRO LN EITE, HEE2 SO AEMT BT 574 &

Pt

YeliE e ) 2

ko 72721,

a-7NVayy—ERHER &

DOHFHERIZIE 7 P53 52 £ [81, 83, 9.1.2,
102, 17.1.2, 17.1.3. 1721 Z{]

11.1.2 BEZE (01%)
R OMERL, BEEI . RS A . RS 0 B YR
HHNLGEICIERG 2RI L, B AMELRFT) 2k,
[9.1.3 ZH]
11.1.3 FFiggemE (HEARD)
AST. ALTO FH &%) PR E2d Hbh b 2 LA
Hbo
B R EERE)
WL, DRURIREE, SEEG M o RE (58 S0 5
N72HA12E, R I XA, WERCT., myE~— 7 —
LEOMEERERT S Lo BEMM AL HEAIZI
Behamil L, RIBRE ARV E Y F OG5S0y 2
)2k,
11.1.5 FXAEE (HEA)
K, 06 AN d &b N7 aIcid. BBHRHE & HIFEL .
B emibs 5% EEY R MEEITY 2 b,
11.1.6 SR (EERH)
PR 70 3 L VIR . RS 0 B 25500 S A 121
ek L, BYRREZTT) 2L, [85 2]
11.2 Z DD EMER

11.1.4

0.1~ 1% 0.1%A | A
R - AR TS F
ML RS, . A
PR, B, . B,
W4, HERY — 7 &
B AR — 7. I
W, WFTHEAE S, TR
AHWE, 739 -¥E
A Y S—=¥ L5
JFF i ASTEH, ALTEH, y|ALPEH
GTP.L5
ik - WIREE| EEAR. RN AR,
ES PRI
2 BB BB TOELT
LV F — 157 1 %
B %R B i
Z Dt CK L&, s sk FRY 7R
A, BEEK, TLLE—
MHge. IR RS

13. BERE

13.1 L&
KIEAERE T, MEENICL>TT A7) 7 F i
B mn156%A bR iz L OGN H 5. [166.1 ZHH]

14, BHEDEE

141 EZHZABEOER

14.1.1 PTPBEOHEFIIPTPY — b 2SR Y L TIRAT 2 X9
HET 5L, PTPY— FORESKICE D, WOHAHRIA
EREEARIA L, HI23EfLE B S LTt RS0 mE
HBEPWEZIRT LI ENH 5,

1412 KFNLFEDO Lo THEREZRB TS L RET L0,
K7 LCIRHWRETH 5o F7/2. KTRHTAZELHTE D,

1413 KHNZ5E 72 TORIETIZ, A2 LTRHASER WS &,

15. TDMDOER

15.2 FEERPRRBR ICHE D < 1Bk
71 =7 A )& G 7528 B SRR G-3RI BV T
75mg/kg/ H¥%5-CRE. TR OB SR FIBE - ke - 1%
B EERDED Hize 20 ZDAUCauntE. 1H
A0mgx b MIFG- L7 L EOMA/HITEL Tz, b, [
MoOBE IZ., oBWwiE (7 v M, 7 AR THF)
JOE N TR STV 2,



16. EMENE

16.1 MEE

16.1.1 AEFHIEFMHHER
TR AIC, 7 %) 7TOD#40mg (k7 L KR UKD ) TR
M) &7 40 7H40mg (Eamse) RO s L7k
LEOT AT TF v OMAEREEER K OSSR BhRE <
FA=FIZUTOLEB)TH Y WA O EY RS
A ENT2Y,
7 4 7OD§E20mglL. [ Emhiie 26 A oA
L FSEERER T A R T4~ (GHI2E3H19H A 338
#550319851%5) | 12D X, 74 ) 7OD$E40mg % HE itk #l
HE Lzb &, HBEIA RSP IEEICHE L, &
WA S b e K722,

(1) k& U THRA (L@ K TRA)

800
I —e— 7% 1 7OD#E40mg
E 6004 T --0-- F ) 7§R40mg (@)
® ;
%
Y
7 a00-]
>
7
o
E 200
(ng/mL)
04 J»
TTT T T T T T
024 8 12 24 48 72
5% (hr)
CHgE+HEH#ERZE, n=48)
Crmax AUCo.720r tmax t1/2
(ng/mL) (ng * hr/mL) (hr) (hr)
7 4 1) 7 OD#£40mg 1.50
4977+1331 7671 20251
97.7+133 3705.7+671.7 (050300) 0.2£5,
7 1) 7 $€40mg 1.00
v 5608 +145.3 | 3742.1 +685.7 199+42
(@) (0.50-2.00)
n=48, FIGME + FEHEMFE, tmax * TIRAE RAME-RAME) .tz @ K
THIAH O 830
(2) kK THRA
600
P —e— 71 7OD$#40mg
% 1 --0-- F ) 7§g40mg (@)
F 400
T
Y
5 3004
D)
> i
7 2001
I 1
(ng/mL) 100
OA
TTT T T T T T
024 8 12 24 48 72
B 514850 (hr)
CPIgfE+iEHEfR A, n=24)
Cmax AUCo-72nr tmax t1/2
(ng/mL) | (ng - hr/mL) (hr) (hr)
7 4 1) 7 0D#£40mg 1.00
4909 +104.3 | 3990.3+808.9 19.3+29
(0.50-2.00)
741 7 $840mg 1.00
5162+1596 | 40487+757.8 195+35
[EEiE) (0.50-4.00)
n=24. VI + B, tmax - FUAE GR/AME-RAM) . te 0 Kb
THSAH O 230

16.1.2 KEHS
fEFER AL, 73 7Y FF &L T20mg% 1H1IE7HE

630

b

PAEREORG- Lz &7 40 7)) TF

V@ﬁ%@ﬁ'@/f? A=FFUTOEBY)THY ., THHRIN

ICEFREBIGETA2b0EEZ HNY, (BEiEDT—%)
Crmax AUCo-24nr AUCo-e tmax t1/2
(ng/mL) (ng - hr/mL) | (ng - hr/mL) | (hr) (hr)
| 10
o o | 160604726 | 1067.2+2839 | 162794278 258+49
5% (04-2.0)
THIH 10
e o | 220.14%59.86 | 1514.6+370.5 | 2641.4+594.7 30.2+69
5% (1.0-1.0)
n=7. FIMH £ BHERE tna - TIE OR/AME-RKIE) . tre @ KEGTH
JAR DN
16.2 IRIR

16.2.1 BEDFEE
R AL, 740 7)) FF L LT20mg#k ik 2 BER
85 L7236, BRI TCmaxtd20% KT Ly tmaxld

L1EEH 2 526K M ICIER L7248, AUCIZZEIIFEO bk
ot (EEEEDT— %)
Cmax AUCo720r AUCop-« tmax t1/2
(ng/mL) (ng - hr/mL) | (ng - hr/mL) (hr) (hr)
2322 1855.5 2090.3 26.5
I (236.2+43.77) | (1861.1 = 148.1) | (2094.6 + 138.5) L1=04 (278+93)
i 184.9 1806.6 2044.0 96+11 26.9
(187.5+3355) | (1814.6 = 183.3) | (2056.1 +230.9) (283%95)
n=14. BATFIME (A0 £ BHERE) . tmax © FATFIMH £ 0
TR tie © AU A 0 R
16.3 40

FRY ) TF o MMIUEENRE

729 (in vitro) o

16.4 X35

16.4.1 EER A (PHEIA. 661) 12, [MC] kT 4 7)) 75 v

20mg#% WA OGS L7z & & e s R ek, RO

HPIML, M2, M3, M4k OM5AFED 572,

F 72, BeHBRT2ERM F T oM BETREIREE A S S L 7

AUCo=lZx§ 5741 7)) 75>, M1, M2, M3. M4%

UOM5SDAUCh«DE AT ZNZNTL1%. 14.7%. 1.3%.

1.3%- 03%&0‘11%“(%0t o

T AN 7)) 7T ORGHS IZCYP3A4, 79V &HRTE/

FTEXTrF—¥ (FMOl&OFMOB) W53 5. Tl T A

1) 7)) FF 2 1ZCYP2D6. CYP3A4K OFMOIZHT L CTHWFH

EMEH %R L72AhY (ICsof - 4894, 1975 04672 umol/L) .

CYP1A2, CYP2A6. CYP2B6. CYP2C8. CYP2C8/9.

CYP2C19. CYP2ELIZxt L CHEMEH AR S 3. CYPIAZK T

CYP3A4%FHE | 2705 727 (in vitro) o [10. 2]

16.5 HEitt

16.5.1 R A, 74 770 7F v & L T20K 040mg % 22 fig Ky
’ilﬁl-’@ilﬂ?’i—bftt&é (#%6M60) . 5-8021.0~221%5
JRACKRZE LR E LCHR S L, B2 ) 7 F v AE37~
39mL/hr/kg“C3?)o7L o (F ﬁiﬁ@T %)

16.5.2 A (AHEIA. 661) 12, [MC] kT 4 7)) 7F v
20mgx AR OH G Lo & & &5 %2160 1 F T2y
HBFRED45.4% AR 12, 46 5% 25 H Iz PR S iz, F 72,
512000 £ TORG R T B RELE. ML, M2k
UM3D ZFER PRI, 2N Z2114.8%. 17.7%. 1.4%.
19%Td . RZLAE, M1, M3, M4K OM5D BAFIE hHE
L, 2N2EN261%. 40%. 16%. 03%%UN13%Td - 726

16.53 74 7)) 7F VIIPHEEHEOIETH Y . 99 u mol/LD
RETPHEEHEE N T LY T3 Ok 425%F TH
ELY T, TRV TF U, BEICERELTWS
HWT =2 8T v AR—F —0AT3IZH L THHWHESE
xR L7z (ICsofli © 99.2 umol/L) A%, OATIK HHE S
FF U NT U AR=Y —0OCT21Z8 LILEER 2R S o
7219 (in vitro) o

BEILT776~822%Th o

16.4.2

o



166 HENE=ZHI 2BE

16.6.1 BiEEESH
EHREEER I, TR Y TF vk LC20me % HERE
WG L&, T4 270 7T 2 OCmax e Otr2l 3 B HEBERE
EOREIZR UHELRENERD SN o7, — T
AUCowo | TR & Ll L €, BEBREREES (50=Ccr
=80mL/min). HEFEEHIEREEE (30=Ccr<50mL/min)
KO EEEEREE (Cer<30mL/min) TZNRZNH
1.250%, #1685 U149 TH Y . KMEALEH O
AUCousnc TR A & LB L €. #1166 TH o720 F72.
MAEENTIC E > TT ) 7)) 7 F 3B 520 15.6%05 %5
Sz (GHEA R O EfEO T — ) [131 S ]

%‘%ﬁlé]x$%®$£ﬁ{ Crmax AUCo.e0 t1/2
(ng/mL) (ng * hr/mL) (hr)
fERERA n=8 17893 1748.39 25.64
(17650%3842) | (17727+657.3) | (26.1%50)
R n=8 193.15 217890 25.60
(20796 +5331) | (22342+2786)| (277+79)
RN & D (%) 107.95 124.62 99.84
[90% 15 IX [H]] [86.24-135.12] | [100.97-153.82] | [75.94-131.27]
HREEJE n=8 199.55 2930.17 34.93
(20363 +42.33) | (3090.3+8686) | (36.0=11.0)
AL DL (%) 111,53 167,59 136.19
[90% 15 X 4] [89.10-139.60] [135.78-206.86] | [103.59-179.06]
i n=8 186.39 2603.17 26.26
(191.63%49.07) | (2833.3%652.3) | (298+11.0)
R AL D (%) 104.17 148.89 10241
[909 15 HEX 1t ] [82.10-132.18] [119.10-186.13] | [76.61-136.89]
fEEE A n=8 192.69 1568.38 1741
(195.75+43.28) | (15695+3455) | (183+57)
KA EH n=8 211.26 1826.06 22.85
(219.00+11891) | (18209+2854) | (236+58)
AL DI (%) 109.64 11643 131.20
[9096 15 X [H]] [82.30-146.06] [98.10-138.19] | [98.26-175.18]

B/ NI (AP ME + R 2E)

fERERE A Cer>80mL/min, BEFE © 50=Ccr=80mL/min, W& :
30=Ccr<50mL/min. @& : Ccr<30mL/min

tiz o AR RAH O

16.6.2 ATREEREEE

R E IS, T4 7)) TF & LC20mg & B
BG L7z &, 72070 7T Y OCmax TN & K
LT, BEMHREEES (ChidPugh/h B TERI A2 75~
6) KUHELIFREE T (Child-Pugh/b I THAFI 2 a7
7~9) TENZNAL2HE R UHRILIBRETH ) . AUCo-1EZ
NZNRLA6HE B I LB T d o 7212 (FHEI A K O @ e
DF—=%)o b, SEIHEREE (Child-Pugh/ B Ta
FIATa79H) TOMRKRZERIEIZ . [931 ]

FFPERERE O FREE Cmax AUCo-00 t1/2
(ng/mL) (ng * hr/mL) (hr)
TERER N n=8 200.58 1610.10 2195
(18588 +84.65) | (15488+209.1) | (24.8+64)
% n=8 251.64 234828 26.69
(229.25+86.16) | (22079+790.0)| (279+71)
RN DL (%) 12545 145.85 121.56
[90% 15 HEIX 1] [97.07-162.14] [122.13-174.17] | [94.13-156.99]
AR n=8 276.24 2566.69 30.21
(24763+11295) | (24189+5058) | (309*6.6)
fEFERA & DL (%) 13772 15941 137.59
[909% 15 HE X 1t ] [106.56-177.99] | [133.49-190.37] | [106.54-177.68]

S/ NI (AR AN + AR )

B Child-PughZ 3 TEFIA 2 7955~6, W& © Child-Pugh’-3H
TEFAITHT~9

tre - AR A O

16.6.3 mERE ICH T 2 EYEIEE
Ry (6oL RT5m LT 1261) & IEEima (45
i D E6s A, 126) 12, 74 7Y 7T & L T20mg
% Z2JEIRFIC AR LRS- L 72 & &L Cimaxs AUCoe0 L Ut120
IRl E 1209 B Wil O R RN ST EO T (90%

fEPEIXE) X, 2211006 (0.871-1.163). 1.090 (0.975-
1.218) % U*1.054 (0.911-1.219) TH Y. ZIFFEAHKETH >
728 (SRE A B O 5D 7 — % ) o
16.7 EWHEER
16.7.1 o baFV—-IL EDHA
Fhar = VEHEALLLEE, TR TTF oY
BREAOFEIIRED L BY) TH- 7210 GHEA K O EE

DF—=%),

£ TRV T T OEMBERIET S LTS~ VOB

FRUT)TF Y ORGBEET A — 5

e || 7R 70| BTBEOL 909%(EHX M)

OFRIEORRRIES 5 - s B/
Cmax AUCU—OO

rrar 137 149

gy | 0mg | 20mg [1.25-1.50] [1.39-1.60]

16.7.2 fh OYERFAZIE E DOHEA
TRV TFrERF ) TUT W EF T8

VE A RE LI A MRV CEHLE X
FARY T TF RIS O EH| O ERE |2 G %S

WX WS 0B3RSk o7z (S EA L UV E
5’%@7_—\—57>o
W) hFrIvaYr BTy FYAEY Fid
HERANDT— %
17. BRERHR

171 EHHRURSMICET 3%
17.1.1 ByhEEk
(1) ERFIHEER (77t AMB_E5RLERRR B8

e RER)
FFIRE S OEBRE CIAE T > b O — U AR5 7 27
MRFEZ RIS, 74 7)) 7F & L Tl0mg.
20mg. 40mgXit7 T+ K% 1H1E12;8/M#%S5 L. 12
ERFIZ BT 554675 OHbAle (NGSPflE) D%t
DT TR L DE (R TGl [95%EEIXH])
1. 20mgik 5 (7961) T-090 [-1.06-0.75] %. 40mgi%
5# (8161) T-1.01 [-1.16-0.86] %TH - 70
AT o B E F 3B E &3, 20med%5-BET0% (0f1,/79
Bl) . 40mgfk G- C37% (3B1/8161) T - 721, (Wil

DT —%)
(2 ERFEIHHAR (77t RANB_ESHRIEKRAER BRIl
BYERBR)

B L OB CINE 7 > b 1 — VAR 43 70 270
BRFPEE (2036)) xRz, 7AN ) TF LT
20mgXix 77 AR Z1H1M 128 M $ 5 L7zo #EAldiksE
DEBYTHo720

RIAEORIER X T ) 77 7F VG IR bk
Moz, (EEsED T — 5 )

£ 77 RMBOEERILEGER (1288) R

B 5 OB
FHRY T TF
75 bR \ ‘
20mghf MHED 7
n=104
n=99
HbAlc (NGSPIi) 079%
0.17005 0622005
(%) [0.94,.0.64]
72 5 T 19.0%
Wi 02+18 192+18
(mg/dL) [-240-139]
LR 2R fUpE 44.7%
32+36 A79%35
(mg/dL) [-54.6-34.8]

BNl = REREERRGE % p<<0.0001. [ ] (&M HI95% 15 X [

17.1.2 fh O MERE T & OB AEE
(1) ERSIHERER (RILAZILY L 7RER & OHFREE)
HHEBLE L OESHFERLIMA T 2 E) FTEa »
N E = U Ao 2 2B R R (194610) &5t 5,
TAN ) TF e L T20mgid 77 A% 1H1H12:8
x5 L7z fiRlIFkEDOE BN TH o7,



£ 7Y xE) PR (12:88) (CEEHRILEEER) o

iR
PRI B D% AL
T
I 72)7)7%/
(FUAEY K 20mgf
A ) (F)AEYF D7
g;g BRI
n=96
HbAlc (NGSPE) -1.00%
0.29+0.06 -0.71+0.06
(%) [-1.16-0.84]

/N TP = FEERAGE S p<<0.0001, [ 1 137 f195%/5 HE X

1288PE, 73) 7)) 7F > & LT20mg X id40mg (3
HE) Z1H1E 7)) A ) FEGEH L52: F Tk 5
L7-& &, 528RFIC BT 245 5-Blh4 & OHbAle (NGSP
i) oZfbie CFoME +EHERZE) 1E, 056+087% (96
) THo7z

5218 F TOMIMBEDOBIERZEBIE G X, 7.3% (761/9661)
Tho7, (EliEoT—%) [11.11 ]
ERSEIHERR (F7VU D REHEOHAEE)
BEFBEE N OSBRI TEL 7)) ¥ v TlifEa
YN USRS A 2R R R (20481) A XTSI,
FARY T TF L T20mgid 7T LR E1H 1A 12:8
ML L7z #ERITKEDLEBY THo72,

2

-~

x EF70y vy ol HRHE (12:8K) (CEHRLEGER)

DR
P55 OEILR:
ST
25 bR TZ)?J?%/
C 20mghf
(Bt 7)) 5 c
g | DV WIROE
i I 5
n=101
n=103
HbAlc (NGSPf#) 0.74%
-0.20+0.05 094+0.04
(%) [-0.870.62]

NI £ FREERRZE %p<0.0001. [ 1 1ZTHI95%(E HEHIX [

128, 741 7)) 7 F > & L T20mgi340mg (B
W) Z1H1EIE S 7)) & 2 LB L520E F THkiik 5 L
7ok & B2MIEFIZ BT 5525 OHbAle (NGSP
i) oZfbm CP¥M = iEmE) 13, 086+0.66% (103
) Tho7z,

5238 F TOMIMKE D RIER FEBLEI A1, 1.9% (261/103
Bl) ThHosW®, (E@ggor—4) [1111 ZH]

17.1.3 ERFE IEHER (REKRSHER)

(BBMBROTVZRNRER, ET7FA FRERR G a-7
Ay S —HEEREOHA)
BFFRE R ONERR L, U ETRE R OSBRI 2 <
TN ZNREH, ETT A FRER DLV Ea-T VY
& — CRHEF T 2 > b O — VA 45 7 2800 FRps 5
(46261) ZxGAZ, 74 7 ) T F v L L T20mgXiF40mg
(Bly) % 1H LMS2:E RH 5 L 7oo 52EIREIZ 3313 2 #5555
G755 OHbAle (NGSPfi) OZAbm (P + iR =)
1, BRI T-063+0.64% (21261). 7)) = NRIEHIGE
T-0.76+0.70% (80Bl). ¥ 77+ A FREHHT-0.78 =
0.75% (956) . a-7" V3> ¥ —EHEHRBEH T-0.89 +0.64%
(7561) THo7o
5214 ¥ TORIMAE DO RIEHIFEBEI G 13, HMRETL4% (3
Bl/21260) . 70 = FREHIPEH T3.8% (361/80%1) . €7
T A FREHIGEHTLI% ABI/95H), a-7Nvasy—+¥
FERIBEHTL3% (161/756)) Th o729, (FlFin 7 —
%) [111.1 ]

17.2 BERTHAESE
17.2.1 BUEARFEHRERREER (1 > XU D HE & OGRER)

EHRER OEBIRE IS Z TA v 2 ) v BHERNG R
(RATE (GHEMI T AN LD A > 2~ DOEHHRD25%

31330%) « B SUI RN EIE RO Ih & BAI TR,

1H G2 E8HAL DL FA0HALLLR) CHinhE 2 > b u— v s
At 2R RS (14861) #xf R, 74V 7)) 7
F L L C20mgX 37 7 v R a2 1H1M6EM S L7z. &
RIIKEOLBY ThH-o72,

FOARFEA 2 CRFIE OFF SR (16EF) DR

BRI S OELE
25 bR TR TN TTF
(A ¥ A > High 20t
) MRCT T I WRED 7
- 588
n=71
n=77
HbAlc (NGSPf) 0.80%
-0.07+0.08 0.87+0.08
(%) [-1.02-0.58]

TR/ I = FREERGE %p<<0.001. [ ] 13 WIHI95% = X

16, 74 7)) 7F & LT20mg X 1340mg (B4
Br) ZLH1EA > 2 2 3H) & fE L5238 F Tk 5 L
7o & &, B2EEEIZ BT A ¥ 5-FGH 5 OHbAle (NGSP1iE)
D2 b (P = EiEFE) (&, -081+093% (7761) T
&) o) f:o

5238 F TOMIMBEDORIER ZEBIE G 1E. 15.6% (1261/776))
THho7D0, (FEgEn7T—24) [1111 2]

17.3 ZOf
17.3.1 DERICKH T 2 HE

fERER NI T A 7)) 7F 2 & L T40mg X id160mgx 1H 1
[4H B, REROHELG LzEED0 7T 2 RAIE L QT
(N T EATHIIE L 72QTe) MRZELD R K FHE (Y
0% HE X 5] FBRAE) &, 40mglf D548 T 143 B C¢3.9
(7.6) msec. 160mg# O 5% T % 1.5/ 9.3 (13.0)
msecTd - 7220 (FHEIA K O Ed@sED7— % ). (914 ]
RFEOABITEIZEH . 20mg/HTH Y. mAHEI
40mg/HTH %,

18. FERhZeIE
18.1 {ERRRF

TS TR TF R-D (GLP-1) &, S ICSE L CesE
PSS, BEELSDA Y A VWA RIEL, LA
TR IET A2 LT, BRIMEEZRE L CWE2, 7
)T TF LR, VRTFINARTF I -4 (DPP4) i
PEDOEZ & ) GLP-1O 4R 2 il L. G PEBIGLP-10) i i
EARBINS L2 L&), IR T IR %2 389 52,

18.2 DPP-4FHE/E A RV GLP-1 3 I HI(E A

T A7) T F vide MEERDPP-ATENE & R
P L. ZDICxfEIZ1.75nmol/LTd - 722 (in vitro) o
TRV TF Ty b ER OEERIGLP-10 5 &
R EEARAF LI L 722 (in vitro) o

< A YR VRPN O R E A R TR E TV TH
% Zucker Fatty7 v b & W& mRBEICBNT, 7
A7) T F L FHEREGC L) MR GLP- 1R
N ONIEE A > A VR A BN S 872,

< 2REIRIABE ICBWC, T A 7Y 7 F 2 20mgD1HL
[ S A P DPP-4E M & B L. 8 f AU GLP-1
A RS 722,

18.3 MHERERE(E R

A2 A PR TR SR 2 R TR E TV TH
% Zucker Fatty7 v b & W& mRBEICBNT, 7
A7) TF EHEAPEG X Mg 5 A ] L 22

< 2RESRIRABE ICB W, 7 A7) 7 F 2 20mgD1HL
[T = QN5 SN == ) R A <N AR b R O NS Y 1
oL 722,

o



19. BRI ICBE T 2 EB{LFAR

—f& 7oA 7)) TF v BALKEREEK A
(Teneligliptin Hydrobromide Hydrate)
1(25,45)-4-[4-(3-Methyl-1-phenyl-1H -pyrazol-5-yl)
piperazin-1-yl]pyrrolidin-2-yl}(1,3-thiazolidin-3-yl1)

1%

methanone hemipentahydrobromide hydrate
SF=R © C2HoNeOS - 2 1/2HBr -+ x H20
PFE 62886 (fEK)
M R BHBEOHKTH L, KITETRT L A =R
RBETRT L TF =)V (995) 1ZRREITIZ vy
BEx

s A9201T ()

22. A&
(7% U 7OD$E20mg)
100 [1088 (PTP) x10. FZJEHIAD ]
(7% U 7OD$E40mg)
1008E [1088 (PTP) x10. FZJEHIAD ]
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