BF20004S
*20214F 7 BET (3410
20214 6 Hegal (58 3 7k

B SR
FRHEE 367 A

EIRFDPP-4[HEH
-2BUNE BRI R -
nHTEEER"
72V 7 7 F > BRACKRERE KN O R A B 3R e

04
BFREEmasFES
873969

ARES BR5TBRlA

OD#¢20mg |30300AMX00034| 20214F 6 A

7 270D 20mg

OD#£40mg | 30300AMX00035|  20214F 6

7 %2700 40mg

TENELIA"ODTABLETS

) EE—EMEOWTEIC X EHT 52

2. B2 (ROBEICIFIFBSELEVWI L)

2.1 RE OB UBoE O RO H 5 B

22 HIET b — T A, BEIRIGEVEEE ST AT, 1ROHE R
DEE [ A~ A1) 12 & B3R 7 i &
IEAMLA L 73 % O TR O 51358 S 72, ]

2.3 WIEKYE. FATHiE,. BELNMEOH L 8E (1 VA
1 UESHI L A MBEE L F 1D O TRF OG5
K]

3. fERk - K
3.1 #HRL

H5e4 7 41 7 0D$#20mg 7 41 7 OD$#40mg

s |70 7 ) TF L BAUKE| T A 7 ) TF 2 Bk
g |BHKRII3Lmg (7 % ) | BRHARI62mg (5 4 )
T ) FF L LC20mg) | Z ) 7 vk L T40mg)

R AR, B V7 va— T Adt
4W\l%»kWD A, kF =, T ) VKR
FhUYLA, JTUEEMN)ZFOV, D-v Y= b—)b,
WhNF [MRERE e FoFs Yuerkira— 2, KDL
TIVa— (SEETFALY) . 7aA A VA Aa—RF
M)A, FRNVEBATTIIVF N T L, AT T
O— A, FF, ="k, bavzo—)L

3.2 WA DR

Hi5E 44 7 41 7 0D$#20mg 7 1) 70D$#40mg

e W - Bh AR
Kk - #E (CUEPa p 4 (IREP 25

0 1
7 41 70D20 7 4 1) 7 0D40

[ERES ER e [ERES JHEx Ea
P4 X | (mm) (mm) (mg) | (mm) (mm) (mg)
75 3.1 140 90 44 280

4. RHEER (32 R
2RIPEPRIA

5. REER (IR RICEHET 3 E
KA OFEH LD 5 A COMEIRIFG F@#ZK“C?)%?%J?&:
Bk a2 T AT o 72 ) 2 TR 55 WZRRY %P@T
bk,

6. AERUAZE
WHE. RAIET A7) 70?"7 L L C20mg#% 1 H 1R
595 %. B, SIEARTH LRG0, BlEr oo gL %
23540mgl H 12 E$ % 2 kﬁ"(% 5o

8. EERLEKRER
8.1 KA DM IZH 72> TE BEITH LIRIMAEER K OF ¢ DX
MR FAZOWT a3 5 2 &0 [91.2, 1111 2]

8.2 RAIFLG A, B % I I iRAS L. SER DR % i >
KHN %37 A5 L THMEIR T RIGEC u@m(ﬁg«
DEHEEEETH L,

8.3 MM IEIR A Z T 2 & 0B 5 DT, HHEHE. HHEOE
IR L TR EHIIHG T L ECEERET LI L,
(1111 2R&]

8.4 AH| & GLP-1 2 AR ER)# 139" 1L b GLP- 122k % /- L 721
BERE TR 2 A LT\ 5o A 2 PR L 72 B o B R st B
7 <0 AR ORI S T,

8.5 AMERNDH S bNDL I LN HDHDOT, FHuHI i L VG,
WG4 D FIMHEIR D D & b a2k, HR P ICEMDD
BEZITDL L) BEIIRET L2 L, [11.16 B3]

9. RHENEREZEITHREICETIER

9.1 AHHE - BIEEEDH 5 EE

9.1.1 AL (NYHADEI~V) Db HEE
fERREERD 72 <L RARMEATEL L Ty,

9.1.2 RICIBIF 2 BEXXITIRE
KA T BENDD D,

© BN EERRRREA A UL RN B R R AN A

< RIEALUIRAE, FUEUIKAE, ASHLRNZ: AEEEL, A9
BORE T FETHINGE

< L WEAES)

« BED TV O — VB

[81. 11.1.1 =]

9.1.3 ERFMOBREER ILBEAEDOREDH 2 BE
HEZ RTINS D 5. (1112 ]

914 QTERZEILPTVEE (ERXMQTEREMRFEQTLE
EDBEEEX [ Torsades de pointesDEEEFED & 5 B,
EEORREDAERIIGIZOERFENDH Z2EE. >-Mm
HORLEOVRBEOH 2EBE. BHU Y LMEDCBRES)
QTEEZRZTBENTDH L. WK BV TARA)
160mgZx 1H 15 L2 & JICQTEESHE SN TV D,
(1731 =]

AFNOKBHRERITEE ., 20mg/HTHYH ., mAH=EIL
40mg/HTH %,
9.3 fFikpEEEEE

9.3.1 BEDIHEREEDH 5 EE
NS 0HEE (Child-PughETEEI A 7918) x4k
L 7z Ba R E BRI g2 L TV v, [166.2 2]
9.5 1117
TR SO IEIRE L TV B etk o d 5 iz, Lo
Wasfabtk s Ll L SN HEIC0AES 552 L,
BWELR (5 v b)) CTHRENOBITSHRE SN TS,



9.6 &Il

EREOFEFE RIS EOAFIELZE L., KILOMSE
Iz mE 5 2 Lo BWER (7 ) TR0
BIAHE s T2,

9.7 MNRE

INREE R E LIRABIIE”L L TW v,

9.8 EhnE

BEONELBREL 2D 6HT 5 Lo —ikIZEHERED
KFLTWEZ L,

10. #HE1EH

KENZ, & LTCYPSAAR V7SV aHE/ X7 F—
+ (FMO1KUFMO3) 12X W ftsns, [164.2 2]
10.2 BEAEE (BHRICEERT S L)

M. 7anh 4 v
73 NS

7 7 A MPIAEENRSE
7345w s
. v&o— )i

e

ESiEL BRAER - s BT - BN T

UREGIES R RE IR 2342 & A | IUHE B T 14 s g
ANVK=ZNT LT RBENDGH LD T, [IREND,

B EEOREE 558

WA A > 20) VB LSRG T S

WA SEE Tl HEIZL AVER
a-7NVayy—EH|Zvy LT REHR L

S| FA A EH e
77 A RRER |PHT 284, K

FTVN YRR | FED) A7 AT

GLP- 1B MAEBEE (5720, TNH0%

SGLT2MHEH Hl O % MGt %

A VA B Zk,

(1111 28]
I B T 18 T % 34 56 3| S LS IR MR T 37 %

% 3EH| WHEVED D D 720

B B Ml Z DA EH D

) FOVEEF REX B8R L%

BT I VEBRILEE| PSS T AL,

P25 514
I B T 1 D % 9059 3| IS 25 1 535 2 W RE | B B T 1 A I
% 3EH| D 2720, M TS5,

7 RLFY >~ fiti & DOABEE OIRGE

RIS g RV E Y o BlgE L a5

R ARV £ 5 B’H53b2 &,
QTEEZRE I T I L|QTIEESE DI 2|25 OFEH Tk
1 H LTV 2 3EH| BENDDH 5, B 5cbQT
79 A 1 APIREERSE HEEAH ST W

¥ =T BB K %o

11. BIfEA

ROBWEHD & H5bNDZ DL DT, BlELT7I2ITV,
B DRO NI E IG5 7 Sl R LE 2 AT

L,
1.1 EXEEMER

11.1.1 EMm¥E (1.1~89%)
RIED D SN b VDL, FRIZ,

A2 AN B

E AR =Ny LT E OF TR 2 RIIEER D S 5
v, B RZ R THLME SN T Do RIHEER
MRO LN EITE, HEE2 SO AEMT BN 574 &

Pt

YeliE e ) 2

ko 72721,

a-7NVayy—ERHER &

DOHFHEICIE 7 P2 G352 £ [81, 83, 9.1.2,
102, 17.1.2, 17.1.3. 1721 Z{]

11.1.2 BEZE (01%)
W OMERL, BEEI . RS A . RS 0 B YR
DN EICIERG 2RIk L, B AMELRFT) 2k,
[9.1.3 ZH]
11.1.3 FFiggemE (HEAH)
AST. ALTO FH &%) PR L2 d Hbh b 2 LA
Hbo
B Mm% EERE)
WL, DPURIREE, SEEG B o RE (5EE) 8705
NHEITIE, R 2 I XAE, HFECT, Mg~ — 7 —
HLOMEERERT S Lo BEMM A LN HAIZ
Behamil L, RIBRE RV E Y FH OS50y 2L E
)2k,
11.1.5 FEXAEE (HEAH)
K, 06 AN S &b N2 aIcid. BBRHE & HIEL .
B emibs 5% EEYRMEZITY 2 b,
11.1.6 SR (EEARH)
PR 70 L VIR . RS 0 BAR2SER0 S A 121
PGk L, BYRREZTT) 2L, [85 2]
11.2 Z DD EHER

11.1.4

0.1~ 1% 0.1%A0 | A
R - AR TS F
HAbaR RS, I . A
P, Bl . B,
W4, HERY — 7, &
B AR — 7. IR
W, WFTHEAE S, TR
AHWE, 739 -¥E
A Y S=¥ L5
JFF ASThH., ALTEH, y|ALPEH
GTP.L5
ik - WIREE| B, RN AR,
ES PRI
2 BB BB TOELT
LV F — 1R 1 %
B iER B i
Z DAt CK L&, sk FRY 7R
A, BEEK, TLLE—
MRg. IR RS

13. BERE

13.1 L&
KIEAERE T, MEENTICL>TT A7) 7 F i
BeLGmn156% A &L OGN H 5. [166.1 ZHH]

14, BHEDEE

141 EZHZABEOER

14.1.1 PTPBEOHEFIIPTPY — b 2SR Y L TIRA T2 £ 9
BT 5L, PTPY— FOREMKIZE D . WOHAHAA
EREEARIA L, HIC3EflE B S LTt S0 mE
LEPWEZIRT LI EHH 5,

1412 KFNLFEDO Lo THEREZRB TS LRET L0,
K7 LCIRHTRETH 5o F7/2. KTRHTAZELHTE D,

1413 KNN3 72 TORIETIZ, A2 LTRHASER WS &,

15. TDMOER

15.2 FEERPRRBR ICHE D < 1B¥R
71 =7 A )& 72528 B SRR 1 H G-3RI BV T
75mg/kg/ H¥%5-CRE. MU OB A& 2R FIBE - ik - &
BEO R EERDED Hize T ZDAUC . 1H
40mgx b MIFG L2L EOMA/BITEL Tz, b, [
OB EF IZ. oBWE (7 M, ~7 AR THF)
JOE N TR ST 2,



16. EMENE

16.1 MFEE

16.1.1 AEFHIEHE M ER
R AIC, 7 %) 7OD#40mg (k7 LR UKD ) TR
M) L7420 7H40mg (Easse) ROk s L7
LEOT AT TF v OMAEREEER & OSSR B RE <
FA=FIZUTOLEB)TH Y. WA OEY RS
AR ENT2Y,
7 4 7OD§E20mglL. [Emhi i 26 A oA
FHFEEERER T A R I A4 ~ (GHI2E3H19H A 338
#550319851%5) | 12D X, 74 1) 7OD$E40mg % KL itk #l
HE Lzb &, HBEIA RSP IEEICHE L, &
WA S b e KL=,

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

800
m —e— 7 X 1) 7OD#E40mg
E eood T --0-- F X U 7 §240mg (&EE)
z N
ES
Y
7 a00-]
7
7
%
E 200
(ng/mL)
04 J»
TTT T T T T T
024 8 12 24 48 72
5 %8R (hr)
CHgE+HE#ERZE, n=48)
Crmax AUCo.720r tmax t1/2
(ng/mL) (ng * hr/mL) (hr) (hr)
7 4 1) 7 OD#E40mg 1.50
4977+1331 7671, 20251
97.7+133 3705.7+671.7 (050300) 0.2£5
74 7 §E40mg 1.00
v 5608 +145.3 | 3742.1 +685.7 199+42
(s ) (0.50-2.00)
n=48, FIYME + MM, tmax * TIAE RAME-RAME) . tie @ K
TH JHH 0 53
(2) Kk THRA
600
n 0] —e— 7% 7OD#40mg
% 1 --0-- T ) 7§g40mg (@)
T 400
T
Y
5 3004
D)
g—a ]
M 200
b ]
;-4 ]
(ng/mL)100
OA
TTT T T T T T
024 8 12 24 48 72
%5 %50 (hr)
CPIgfE+iEHEfR A, n=24)
Cmax AUCo-720r 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)
74 1) 7 §E40mg 1.00
5162+1596 | 4048.7+757.8 195+35
[EEiEd) (0.50-4.00)
n=24, FIMH  BEERE, tmax © PYAE OR/MEIRAM) o tre @ K
TH IAH O -3

16.1.2 KEHS
fEFER AL, 73 7Y FF &L T20mgZ 1H1IE7HE

630

b

PAEREORG- Lz &7 40 7)) TF

V@ﬁ%?—bﬁ'@/f? A=FFLUTOEBY)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 | 15146 +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 D3N
16.2 IRIR

16.2

1 BEOHE

BB, 74 7)) 79 v & LT20mg % BRI HERE
C5- L7236 2RISR T CmaxlZ20% M F Ly tmaxld

LIEEH 2 526K M ICIER: L7248, AUCIZZEIIFEO bk
otz (EEEEDT— %)
Cmax AUCo-720r AUCo-w 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  (GEATFME £ BHERE) . tmax © FATFIMH £ 20
TR tie - UG A 0 R
16.3 340

FRY ) TF oo MIUEENRE

729 (in vitro) o

16.4 X35

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

20mg % BRI G- L7z & &, IAE s RELIR, RO

HIML, M2, M3. M4k OMSAFED 572,

F 72, P HBRT2ERM F TSR BT REIREE A S S L 7

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

OMSDAUCh-DE AT ZNZNT1.1%. 14.7%. 1.3%.

1.3%-. 03%&011%1&)% o

TR 7)) 7T ORGH IZCYP3A4, 79V &EHTE/

FTXTrF—¥ (FMOl&OFMOB) W53 5. Tl TA

1) 7)) FF 1ZCYP2D6. CYP3A4K OFMOIZHT L CHWFH

LR 2R L72AY (ICsofl © 4894, 197.5% UF467.2 ymol/L)

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

CYP2C19, CYP2ELIZxt L CHHEMEH %R &9, CYPLA2K O

CYP3A4%EFHE | 22705 727 (in vitro) o [10. 2]

16.5 HEitt

16.5.1 MR AL, 74U 70 7F > & L T20% 40mg % Z2fiE i
’ilﬁl-’fimﬁ—tﬂ,t&% (£661) . #5=n21.0~221%0°
JRACKRZE LR E LCHR S L, B2 ) 7 F v AdE37~
39mL/hr/kg“C?)o7L o (F ﬁiﬁ@T 5)

16.5.2 A (AHEIA. 661) 12, [MC] kT 4 7)) 75>
20mg% BRI G Lz & &, % 5#5216H0 F Tzl
HBTRE D 45.4% AR 12, 46 5% 25 H Iz PR S iz, F 72,
P 51512005 F ToRGE 0T 5 REME, M1, M2k
OM3O RRE R HEf=IE . 2 2114.8%. 17.7%. 1.4%.
19%Td . RZILAE, M1, M3, M4K OM5D BAHIE Pk
ML, ZN2N261%, 40%. 16%. 03%/% U1.3%TdH - 729

16.53 74 7)) 7F VIIPHEEAEOKEETH Y . 99 u mol/LD
RETPHEAEE N T 5T T3 Ok 425%F TH
ELY, T2, TRV TF R, BEICEBEL TN
HWT =AY 8T v AR—F —0AT3IH L THHWHESE
MZRL7 (ICsft 1 99.2 umol/L) 725, OAT1RUEKES
T+ NT U AR=Y —0OCT21Z8 LILEER 2R S o
7219 (in vitro) o

HEILT776~822%TH o

16.4.2

o



166 HENERZHI 2BE

16.6.1 BEEREES
EHEEEZIC, A7) TF & LC20me % AR
WG Lzl &, T4 70 TF ¥ OCmax e Wtr2l 3 B HEGERE
EOREIZIL UHELRZNERD N o7, — T
AUCowo (ZEFERLA & JLlE L €. BEBRKEEES (50=Ccr
=80mL/min), HEFEEEREREREEE (30=Ccr<50mL/min)
MO EEB R E S (Ccr<30mL/min) TENZENH
1.256%, #1685 K #1495 ThH Y . KINEAEBE D
AUCousnc TR A & LB L T, H116f5ThH o720 F72.
MAEENTIC E > TT ) 7)) 7F 3520 15.6%05 %%
Sz (FHE AR O EEED T — ¥ ) [131 ZHE]

%‘%ﬁgﬁﬁﬁm*ig Crmax AUCo.0 t1/2
(ng/mL) (ng - hr/mL) (hr)
TERHERA n=8 17893 1748.39 25.64
(17650+3842) | (17727+657.3) | (26.1+50)
HEEE n=8 193.15 217890 25.60
(20796 +53.31) | (2234.2+2786)| (27.7+79)
RN & D (%) 107.95 124.62 99.84
[90%f5 X [H]] [86.24-135.12] | [100.97-153.82] | [75.94-131.27]
PRI n=8 199.55 2930.17 34.93
(20363 +42.33) | (3090.3+8686) | (36.0=11.0)
EFERA L DIt (%) 111,53 16759 136.19
[90% 15 s [X 14 ] [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)
fEEER N & DI (%) 104.17 148.89 10241
[909 15 FE X 1t ] [82.10-132.18] [119.10-186.13] | [76.61-136.89]
fERE A n=8 192.69 1568.38 1741
(195.75+43.28) | (15695+3455) | (183%57)
FKIEA G EH n=8 211.26 1826.06 2285
(219.00+11891) | (18209+2854) | (236+58)
AL D (%) 109.64 11643 131.20
[90% 15 X [H]] [82.30-146.06] [98.10-138.19] | [98.26-175.18]

A i NI (ATl + R 25)

fEEER A © Cer>80mL/min. 2% : 50=Ccr=80mL/min, 45 :
30=Ccr<50mL/min. & : Cer<30mL/min

tie - RIS O P

16.6.2 ATREERREE

JERREREE IS, 74 7Y 7 F 2 & L T20mg % HlalkE
BG L7z &, 74070 T T2 OComax FREFEHRAN & K
LT, BENFHREEES (Child-Pugh/b B CERIA 2 75~
6) N OTEEEIFRERE S E (Child-Pugh/M I CERI AT T
7~9) TENZNAL2H R URILIBHETH ) . AUCo-IEZ
NN LA6HE B I 1B9RE T d o 7212 (FHEI A K UM @ e
DTF—=%)o b, SEHEREE (Child-Pugh/ B Ta
FIAa79f) TOMRKRZERIZZ V. [931 ZHE]

JEHRERE & O FEEE Cimax AUCp-e t1/2
(ng/mL) (ng * hr/mL) (hr)
TR n=8 200.58 1610.10 21.95
(18588 +84.65) | (15488+209.1)| (248+64)
% n=8 251.64 234828 26.69
(229.25+86.16) | (22079+790.0)| (27.9+71)
fEEERR N & DI (%) 12545 145.85 121.56
[90% 15 FEIX 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)
RN & D (%) 13772 15941 137.59
[909% 15 FE X 1 ] [106.56-177.99] | [133.49-190.37] | [106.54-177.68]

RN SR IO M (ST P ME + (R )
R : Child-Pugh/EH TAFIA 2 725~6, W4 Child-Pugh’#

TEFZITHT~9
tz & AIGTH IAR O -]

16.6.3 EIE ICH T 2 EYHRE
TEHE e s (65l E7om LT, 1261) & IRk (45
me Ll 65 AT 1261) 2. 7oA 7)) FF v & L T20mg
% ZBERFICHEIIR G L7728 &L Coaxe AUCo0 S Ut12D
W E k3 2 EikeE OB/ N R MO (90%

fEHEIXH) X, 2211006 (0.871-1.163). 1.090 (0.975-
1.218) J% Uf1.054 (0.911-1.219) TH V. FIFFAHKETH o
728 (FRE A B O 5D 7 — % ) o

16.7 EWHAEER

16.7.1 o baFV—=IL EDHA
Fhary—=VEEHALLLE, TR ) TT oY
BREAOPEIIKED L BY) TH- 7210 GHEA K O EE
DTF—%)s

#z TARVT)TF L OEYHEICKIZT T NI T VO

TR T T OIEYFIENT A — 5
U TAN T MO [90%1E FEIX ]
J=E 5 e
32 E D s SR O g
Cmax AUC()—OO
rhas 137 149
gy | 0mg | 20mg [1.25-1.50] [1.39-1.60]
16.7.2 fh OYERFAZIE E DHEA
TARVTNTFrERF ) TAY W EF T8

Y Z)RAEY RE I X PRV IVEFEHLE X,

FA T TF VRN S OFEH O R RE G RS-

WX DS DR B0 Sk o7z (HE R U8l

BEDOT—%),

) ATy, Ay Z)AE) Rk
HARANDT— %

17. BRERRHR
171 ARV RLMICET 558
17.1.1 BihEEE

(1) ERNBIEER (F7eRAHB_E5REEHR : A8
EREEER)
AHPE R BB CIE 2 > b 1 — VA 45 7 280
BRI EE 2 RIZ, 740 7)) 7F L L Tl0mg,

20mg. 40mgX ¥ 7 7 R 2 1H1E12:8EMES Lz, 12
HEFIZ BT 285506720 5 OHbAle (NGSPE) OZAbE
DT T REEEOE (R TRPEHE [95%EHIXH])
13, 20mgfx 58 (79%1) <090 [-1.06-0.75] %. 40mg#k
S8 (81#1) <-1.01 [1.16-086] % TH -7,

I HE O BIE I SEHE A1k, 20mgd 58 T0% (0%1/79
). 40mgx G- T3.7% (361/81%1) TH - 7219, (il
FEDT—%)

ERFEIHERAR (777t FAHB_EFHRILERHER | K5
HYERER)

FFIRE N OE B L CIAE 2 > b O — U AR5 72 27
BERPEE (2036)) xR, 7RV ) TF L LT
20mg XX 77 AR Z1H1BN28M 5 L7z fRITwRE
DEBYTHo7z,

RIMEDORIWERIZT V) 70 7 F Y #EHICEO bz
o710, (EMEEDT—%)

(&)

x 77 RN EERLEGE (1288) R

FEGHID S DAL
FANTYTF
75 bR \ ‘
20mghf MHED 7
n=104
n=99
HbAlc (NGSPIE) 079%
0.17005 062005
(%) [-0.94-0.64]
22 IR 19.0%
TR 02+18 192+18
(mg/dL) [-240-139]
FE T4 20 B b 44.7%
3236 479%35
(mg/dL) [.546,348]

/NS £ RREERRGE % p<<0.0001. [ ] (3W 195915 X [H

17.1.2 fh O MERE T & OFFAEE
(1) ENELHERER (RIVAZILY L 7RER EOHAES)
BEHEE N OEBEREE IS Z T ) A ¥ BT v
b E = VS 7 2B R R B (19461) & xR,
TAN ) TF e L TC20mgXiE 77 AR % 1H1M12:8
x5 L7z MiRIFkEDOE BN TH o7,



*

7)A€ ot R (128K (CEEMRLEER) o

(e

FGHIA 5 DA
TR T)TF v
20mghE
(F)AEY R
B 5-5E)
n=96

7T b R
(ZF) 2 F
HUph5-28E)
n=98

D7

HbAlc (NGSPfi)

-1.00%

0.29+0.06
[-1.16-0.84]

-0.71+0.06

(%)

/N

S

e I + FEHEZRSE % p<<0.0001. [ ] (EHI959%1E HE X

1280, 7 41) 7)) 7F & L C20mgXix40mg (34
®IE) ZIHLEZ ) A ) FEGEH L5238 F Tk 5
L7z& &, 52HIFIZ BT 285845 5 DHbAle (NGSP
i) oZAbE CPE9ME £ EEREE) (£, 056+087% (96
) THoio

52:8 F COMIME ORIEHFEHE &1L, 7.3% (71/96f)
Tho7e, (EliEoT—%) [11.11 Si]
ERFELIHERER (F7V) T REHEOHRAEZE)
BHEE L O ENREICINZ CEA 7)) & v THiLhE =
b a— U A 2RIE IR R (20481) P BIC
TR 7)) T F e L C20mg Xl i77“t’ﬂ‘75_’1|31@121_
B G L7z fRIIREDO L BY) TH o7z,

)

7)) sy ot iR (1288 (CEERLEEER)
DFER

G b OB LE
TN TF
20mghf
(Exr9) 5y
BEFI#5-7E)
n=103

7T R
(Exrn5vy
HE 5
n=101

D7

HbAlc (NGSPfi)
(%)

-0.20=0.05

0.94=0.04

-0.74%
[-0.87,-0.62]

/N

FePIgfiE + Pk %p<0.0001.

[ 1 1 3W95% E X

128, 74U 7)) 75 2 & LT20mgXi340mg (H&
B ZIHLIEIE A7) & L6 L5238 F Tkt 5- L
7o& &, B2EEFIZ B B FMED S OHbAle (NGSP
i) oZ b CFHMl = ZikFE) X, -086+0.66% (103
Bl) THotz

5238 F TOMIMAE O RIEH B EAIE 1.9% (261/103
Bl) THo72®, EEEoT—%) [11.11 BiE]

17.1.3 RS IR (REKRSHR)

(BHRCITVZRRES., EJT7FHA FREXRG a-7
a4 —ElREHEOHA)

FrA g R OGBS, G A K ONEEREE N 2 T
) ZRRIEH, T A FRER DLV IFa-7 VY
8 — P IHEH] T T > b T — VS50 7 2800 b o i
(46261) Zxtgiz, 749 7)) FF kL T20mgXiZ40mg
(WER) A 1HLIES2EM S L7z 52EEHC B 5 %55
5755 DHbAlc (NGSPE) D2k (CPIIME + fEifF %)
k. AR T063064% (21261). 7 = FRIEFIBET
T-076+0.70% (80%1). ¥ 77 F A FARIEHEMT0.78+
0.75% (9561). -2 )V a3 ¥ —CHEREH T-0.89 +0.64%
(7561) TdH o7

5238 F TOMRIMAEOREHFEHRE A1E, BEMyEET14% (3
Bl/21261) . 7 = FAREFIGER T3.8% (361/8061). ¥~
7 FA RREHIGHTLI% (161/9561), a-7Va & —+¥
FREHBEH C1.3% (161/7561) Td - 7219, (EilfEo 7 —
5) [1111 &)

17.2 BERTHAES
17.2.1 BLEIRFERERREER (1 > XU > WE & OHRER)

BRI ZFiEIJJJ?‘HEL:fJD/iT A ¥ A B EHG R

(RAT GEAEDOIHHER R O 1 > 2 ¥ OEHFEDN25%
NA£30%) « B SO FERNRL AR O W3 e & AT,

1H#% 52 3 8HAL L F40HAZLLT) CTHfEa > b o — LS
AR5 7 28k R B (148%1) xRS, 72V 7T
F ol LC20mgXiZ 7T AR Z1H1IENGHEE S L7z, #
RIIREDOLEBY THo 72,

F AR EA ) RGN E OFFHEER (16EF) DR

FEGHID S DAL E
T o
75 bR TAR)T)TF
(f ¥ 2 ¥ High 20mght
R R RO
- 58
n=71
n=77
HbAlc (NGSPfH) 0.80%
007£008 087+008
(%) [-1.02-058]

IR = FREERE %p<<0.001. [ ] 1 ZWH95% E X H

=

16ELE, 730 7Y 75> & LT20mgXi340mg (34
) Z1HLEA > 2 »8H &P L52:8 F Tk L
72k &, B2BEFIZ BT BT HAAD 5 DHbAle (NGSPAH)
DZALE CFIgE = FERE) 1, -081+093% (7761) T
Holo

5218 F TOMIMmHE ORI SEHEI G L, 15.6% (1261/7761)
Tho®, (F@finr—4) [11.1.1 2]

17.3 ZOf
17.3.1 >

BRI T 5HE

fERER NI T A 7)) 7F & L T40mg X idx160mgx 1H 1
F4HE., KEROHELS LzEE0 7T 2 RAIEL7ZQTcl
(AT EICHIE L 72QTe) MIRZAL DR A FHME (RO
0% EHE X [ _FBRAE) &, 40mglE D54 T #3E C3.9
(7.6) msec. 160mg# O 5/ T % 1.5 T9.3 (13.0)
ms<3c’(§)o7iZl (%IAKU WMEEDT— %), [914 ZH]
IRF D A FR T, 20mg/HCTH O, IwAKHRIE
40mg/ET35)Z>o

18. FRhZEIE
18.1 {ERARRF

TNHh TR TF R1 (GLP-1) 3. AFIEE L CHbE
MO EN, RIS DA v A YW aiEE L, Zvh
TGRS A2 8T, BERIELZRE L CTn52, 7
AT TF AL, VRTFIUNRTF F -4 (DPP-4) ‘iﬁ
PEDBHES & ) GLP-10 53 % Jiifl L. 1§ PERIGLP-10 il H i
JEARBINS 2 2 L&), AT IR %2 3863 22,

18.2 DPP-4FEE/EA R U GLP-1 3 I HI{E A

T A7) TF it e MR DPP-4IE T & KA
FHEE L. ZDICsfEIZ1.75nmol/LTd - 722 (in vitro) o

s TRV TF X T v MR OEEEIGLP-10 43 =
TR FEARAF RS B0 L 722 (in vitro) o

< A YA VIRBUE R O ERE R 2 R TR E TV TH
%Zucker FattyZ v & W -fEEMREBRICBVT, 7
A7) TF L EHERESC L) mEE R GLP-1EEE
B ONIEE A > A VREE A BN S 872,

’*’J*fﬁﬁ{fﬁﬂ%‘ IBWC, 7)Y 7 F 20mgD1HL

[ G0 14 P DPP-44fi M 2 P L. M4 A M FIGLP-1
TR %i“ﬁbl] R,

18.3 MHERER E(ER

c A VA VARPUE R TR RE R E 2 R TR E TV T
%Zucker FattyZ v b &% Hwi-fEEFRBRICBVT, 7
A7) TF ARG X0 M S A ] L A2

< 2RVBEIRIABE IS BV, T4 7Y 7 F 2 20mgD1HL
[T = S5 SN =5 = ) R g e 11 b R O NS Y 1
O L7,

o



19. BRI ICBE T 2 EB{LFRIAR

—f§ga 0 TR 7)) TF v BALKEREE AR
(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)

¥4

methanone hemipentahydrobromide hydrate
SF=R - C2HoNeOS - 2 1/2HBr - x H20
PFE 62886 (fEK)
M R BEBEOHKTH L, KITETRT L AF =R
RETRT L TF =)V (995) 1ZRREITIZ v,
BExX

s A9201T ()

22. A&
(7% U 7OD$E20mg)
1008 [1088 (PTP) x10. FZJEHIAD ]
(7% U 7OD$E40mg)
100 [1088 (PTP) x10. FZJEAHIAD ]
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9) HU=ZEREE (BF) @ PHERBICE T 285 (HEERD) (74
) 78 20124E6 129 H AR, CTD264.7.3. 264.74)

10) HA =22 83 (Bk) © b9 Vv AR—% — 1T 2 M5 A&
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