% 20254E12HGT (54 ) D3

% 2025410 H T (55 3 hid)

BAXREZEEERPEES
Bk EIRARTE 873969
B Gi20m 5 FE0me 3 pe DPP- AR S Al DRI A A - : #EES | wAwE
e i) — S 5T , $t20mg | 22400AMX00728] 20124 9
ST 7% ) 7 J 7 9: /§1t*$@iﬁ**u#@ﬁ $240mg  |23000AMX00795| 2018412H

FAYP=20mg

FRUP:40mg

TENELIA® TABLETS

1) EE—EMSEOMITEIC L VT LI L

2. B2 (ROBEICIEBELEVIE)

2.1 KRHN OB LB BUE O B O 5 5 B

2.2 TIE b — T AL WEIRIF ISR S LB, 1 ERE PR
DEZ EE A A ) U2 & B R 7 s MU o &
IEDSVIHE 70 5 O THRFOP G138 S 20w, ]

2.3 EEKYYE. P, EEIMEOHLEE (1 VA
) VRIS X B A EEATE F D O CTARF O 51358

S,
3. #m% - MR
3.1 #R%
Wi7e 44 74 7 $£20mg 741 7 $£40mg
EAR TR ) TF L BALKE| T A ) TF v BALKE

e [FHKAIM3Img (74 ) [BIKAIN62me (74 Y
Wy 752 L LT20mg) |7 FF > & LT40mg)

D-¥~v=h—=), b EQIIFU T, L FOFy
Tuelbia— X, KT ABE, ATT) VYT

A | . - l T
RIWMA, BT O AT — A, v 0T—)1400. FAL
T v ZEAE. Ak
3.2 BHIOMR
Wi7e 44 74 7 $£20mg 74 7 $¢40mg
peik - gyl 2 TVAE S T AN AT RD S P E RO -
N7 4 v T TANVLT—T 4 2 TEE
0 [0
T3 720 7 1) 740
B RS Ew | HEE B HE
A X | (mm) (mm) (mg) | (mm) (mm) (mg)
71 31 125 8.6 45 248

4. RHEER (32 R
2BUNE RIS

5. REER (IR RICEAEY 5FE
AAOBA LD 570 COBRIFHRRDOIEAR T H 5 LHHE, &
WREE 04T - 729 R THIRPAT D2 E 1) ZET
LTk,

6. RERUVAE
WE, WAE T AU 7Y 7T oL L C20mgk 1 H 1R O
5450 B AIRATORGEIE, BlEHoIcBE LA
A540mgl H1ZHiE$ 5 2 LA TE b,

8. EELEKRER

8.1 AH DI H 72> TE BEITH LIRIMAEEIR ) OF ¢ DX
WRFNZOWT a3 5 2 &0 [91.2, 1111 2]

8.2 AHF G &, M & i ITRAE L, BRI DR 2 DO
AHN %37 AFG- L TORRDPA T3 2 a 3o E iR~
DEREEZRT B Lo

8.3 KIMMEIEIR A Z 5 2 & 03B 5 DT, HFEN. HEEOE
IR L TV BE RS T L IICIEETLI L,
[11.11 &)

8.4 AFK| & GLP-1Z AR EB 31T W1 & GLP- 1226 2 4 L 721
WERETVER %A LT\ 5o MiF % ORH L 72 B o BRIR R ik
7 <L AR TR ST Wy,

8.5 BMEEERD H 5N DI EHH LD T, FrlthI e # L B,
a5 DR HIFER A D & b7z E121E, ER P ICEM DS
BEZITH L) BEIRET L2 &, [1116 ]

9. BENEREZFIHEEICEHTER
9.1 &HHE - BMEREDH S EE
9.1.1 0F2 (NYHAZEI~N) OH38E
fERREERA 2 . BN L T,
9.1.2 RICIBF 2 BEXILIREE
RIMpE AR T BEZNNH 5,
© T EARETEA S RIE R REA 4
< SREANRIREE. HURIREE. ABHZ A3EIL, AL
BHOAELITEEGIRGE
< WL WA E S
- BEOT VO — VBN
[81. 11.1.1 =M&]
%9.1.3 ERFMOBERIZA LY ADEEDH 2 BE
BHEYELA LY A2 RITBINDD 5. [11.12 Bhi]
914 QTEREZEC LPTUVEE (EXMQTEREREEQTE
ROBEEFE X [ Torsades de pointesDEEEFED & 5 .
EEOHRREDAERIIIZORFENDH 2EHE. >-Mm
HOTREEDVREDH 2BE. BHUYLMEDEESE)
QTILE*RITBENIDH 5, WIMERARIZ B TR
160mgx IH1F# S L7z & SICQTEESHE SN Tw b,
[17.31 &)
AHFOKBH=IEHEE, 20mg/HTH Y, A=
40mg/HTH %,
9.3 FikeeEERE
931 BEDHEREREEDH 5EE
ZNnH0EE (Child-PughHTEFTA I 79H) k5L
L 72K ER I e L T e v, [166.2 2HE]
9.5 117
IR SR L C W A etk H 2 iz, R LA %
WA e MEE L% L SN EEIC0AEST 52 L,
B FEEE (59 ) CTHREANOBITSHE I N TV,
9.6 Z3Liw
HIEEOFRE R O RIS #E ZB L, Bl oikk
XIFHIEE 5 2 & BWER (7 M) THRITHPA~D
BATHHE SN T 5,
9.7 MNR%E
NREER G L L BREERIZFER L T e,



9.8 EhnE
BEONELBHE L2 6HT T 5 Lo —ikIZEHERED
KFLTWEZ L,

10. #HE1EH

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

11.1.4 BEEMRR HEAH)
WL, BRURIREE, B MO R (5 S50 5
N2HEITIE, R 2 I HXA, HFECT, Mg~ — 7 —
HLEOMEERERTH 2 Lo BEMMEISEDLNHEAIZ
Behamil L, RIBRE RV E OG5S0 m#Y) 2L E
)2k,

11.1.5 FEXAEE (HEAH)
K. 06 AN S &b N7 aIcid. BBERHE & HIEL .

yz k.

M. 7anh 4 v
73 NS

7 7 A MPIAEENRSE
734y s
., v&o— )i

e

11. BIfEA

ROBEWEHD & 5 bNDZ DL DT, BlELT7I2ATV,
B RO NI SIS kT 5 7 S R LE 2 AT

L,
1.1 EXEEMER

1111 EMm¥E (1.1~89%)
RIAED D SN b EDVH L, FRIZ,

A4 2R EFI

E 2R =Ny LT HLE OBF TR Z RIIEER D S 5
v, B RZ R THLME SN T Do RILHHER
MRRO LN EITE, HEE2 SO AEMTBINT 574 &

Pt

PeliE e ) 2

ko 72721,

a-7NVayy—ERER &

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

#1112 4L 92X (01%)

BHZELZECA LT AZRITBEND D L. FEOME,
PEERRE Gi FEBE M MRS B AR b N2

(MECEEER i PN

YR EZTT) 2

11.1.3 FF8EEREE CEEAH)
AST. ALTO E55% 09 FFRGERE ER D 5 b b = LY

H5bo

Eo [9.13 ]

R A WRRREIR - 1587 W - el WE A S 5 7 L) 2 LB % 4T
VYIRS EE 3 A RE R 2SS & % | I [ 8 A3 B 11.1.6 EMEX CEEAH)
ANKE=NT VT RBENDDHDOT, SN L, FERENO 70 B L R . MBSO B AR S A1)
5] BHORAE R + 578 B ARl HYRRELRT) 2 k. [85 5]
MR A VR YR Lo k5T 5 11.2 ZOMOEER
W] Z ko BRIZ, AR 0.1~ 1% 0.1%A0 | SHEAH
a-7NVayy =¥ =y LT RERITL Tl - A FEEO L
EH A 2 R E HikE A, IEE . A
C 7 A FRER (P 256, i Mok, ML . S
FTVN Y YREH |FEDY AT AN OR %, BHy — 7, &
GLP1Z A EmSE (2720, I 03 R — 7, T i8EE
SGLT2BHEH# Hl O & 3 5 . R AE . TR,
YAV ARG 2 BRE, 71T - €k
[11.1.1 2] Hoo)s—¥ L5H
I B3R VR & B i 3| B A MK 5 % Tl ASTES. ALTFES. y|ALPER
2 %A WA D B 720 GTP L5
B - TS Z DB E O BN - WRER | EER. RN ARRE T
) FOVERF] NIN L - A PR Y SR
T T I VEBALEER oG T AL, ] wE. BB, T T
B LV — PR %%
IR B R VR B 2 55 9 | IUBE A 55 2 W] RE | HUBE [ N 1R AR i E AR P
2 A VEATd B 72>, ILAE| 5 S 1% Z Oty CKEFF. HLifi ) 7 &% e
7TRLFY il 7 DB O RAE A BRE, 7LV E—
R R B ARV E OB LS SIS, SRR -5
FROIRIE A L E o 55 B5352 L,
QTEE# R T Z L7 QTEESEA R 5|2 L5 DA TIE 13 BRERS
515 T 2 HAl BEZND D%, B 5 TH QT 13.1 &
25 2 T ABIANELRR HEE A & LT W KEARERZ T, MEREMICL>TT A7) TF i
XU R %, B RO156%HE SN L ORENDH B, (1661 B

14. BHEDEE

141 EZXZABEOER
PTPUZEOHEAIPTPY — b 25 ML THRTT 2 & 9 18
BF 5T L, PTPY — FORESKIZ L D L TS A AT AER,
JEAFIA L. BIZI3EiIle B2 L CHtRA A0 EE 260
EEHIET LN DH D,

15. TDMOER

15.2 FEERPRRBR ICHE D < 1B¥R
71 =7 A )& 72528 B SRR G-3RI BV T
75mg/kg/ H¥ G- Tl MU OVH A58 SR BRI - ik - 1%
B EERDED Hize D& ZDAUC . 1H
40mgx b MIFG- L72L EOMA/BITEL Tz, b, [
HoOBEF IZ. MoBWE (7 M, 7 ARTTHF)
JOE N TR STV 2,

16. EHEHE

16.1 MeiRE

16.1.1 BEKRE
fEFER AL, T4 7)) 7F b LT20mg M f40mg % 22
JEREICHBREORG- LzL 2074 7)) 7F v olfifEd
IRFEHER N OV SE BN RE ST XA — Z IZPL T O L BY TH AV,



(ng/mL) 10000

‘B

1000
th
7__
=3
V)
g 100
)
7
?
~
= 10
E
1 . . . . . ,
0 12 24 36 48 60 72
&5 % E5E (hr)
CPISME+FE#(F 22, n=6)
Crmax AUCo-e tmax t1/2
(ng/mL) (ng - hr/mL) (hr) (hr)
20mg 187.20 +44.70 20289 +459.5 1.8 (1.0-20) 242+50
40mg 38240 +89.83 3705.1 +787.0 10 (05-30) 208+3.2

n=6. FIIMHE + R, tmax : PIE GRAME-RAME) .tz © KIniH
SAR D -]

16.1.2 REH#RS
EER A, 742 7Y 7F 8 LT20meg%x 1H1E7HH
WIARMB30F RN KERE O S Lics &7 40 7)) 7F
YOBEWTEE T A= FIZUTOLEB)THY ., THHIA
WEFRBIGET S0 LEZ 5N,

Crnax AUCo-24hr AUCo- tmax t1/2
(ng/mL) (ng - hr/mL) | (ng - hr/mL) (hr) (hr)
ol 160.60+47.26 | 1057.2+2839 | 1627.9+427.8 L0 258+49
%514 T T T 04200 | T
7H [ 10
b | 220.14%59.86 | 15146+ 3705 | 264145947 30.2+6.9
5% (10-1.0)

n=7. FIIMHE = BHERE, tmax : PYE GRAME-RAME) .tz + Kl
SAR D =]

16.2 IRYR

16.21 BEOHE
BRI, T3 7)) 7F L LT20mg% fik |2 Mk
%5 L7286, ZIERFIZ I T CnaddZ20% T Ly tmaxtd
L1MER A2 5 265 M ICHER L 7225, AUCICAEIZD Sk

nolz 3 o
Crnax AUCo-720r AUCo-0 tmax t12
(ng/mL) (ng - hr/mL) | (ng - hr/mL) (hr) (hr)
2322 18555 2090.3 265
2 1.1+£04
Yl (236.2+4377) | (1861.1+1481) | (2094.6 = 138.5) (278+93)
184.9 1806.6 2044.0 269
% 26+11
i (1875+3355) | (1814.6 +183.3) | (2056.1 +230.9) (283%95)
ne14, ST (AT B . o FATIOM = P

TRZE. tue o AR A O =R

16.3 91
TR 7)) TF o MMEEEAEAGERIET76~822%TdH o
724 (in vitro) o
16.4 X35
16.4.1 A (FEEIA. 661) 12, [MC] ik ) 7)) 7 F v
20mg#% WA OH G L7 & & 3 REuR, RO
HIML, M2, M3, M4k OM5AEED 57z,
F 7o, FGART2R F T oM R T BRI S L 22
AUCo=lZH T 5741 7)) 7F >, M1, M2, M3, M4
UMD AUCDENEIZZENZTNTLI1%. 14.7%. 1.3%.
1.3%. 0.3% M U1.1%TdH - 729,
T 7)) T F OB EICCYP3AL, 7TV EATE/
T F =+ (FMOLKUFMO3) 253 %, 72, 74
) 7)) FF 2 1ZCYP2D6, CYP3A4K UFMOIZ% L THWBE
EfE %R L72hS (ICsofili - 489.4, 197.5% U467.2 umol/L) .
CYP1A2. CYP2A6. CYP2B6. CYP2C8. CYP2C8/9.

16.4.2

CYP2C19. CYP2ELIZxf L CRHEEM 2R E3 . CYPIAZK Y
CYP3A4% 3 L 722> 729 (in vitro)o [10. 2]

16.5 HEiitt
16.5.1 KA, 742 7)) 7F 2 & L T20K 40mg % 225 ks
WCHUARE OG- L2 e & (K660) . %52 021.0~22.1%%°
R RZEAL MR E LCHRlE S L, B2 U 79~ A1337~
39mL/hr/kgTd - 72V,
16.5.2 fEEER AN (FEEIA. 661) 12, [UC] kT +) 7)) 7F »

20mg & HiARE OG- L7z & &, &5 %2160 1 £ T2y

TCHTHE D 45.4% 28K HIZ . 46.5%D3# 2 S vz, F 72

Y5 1200E 0 T TORG-RII T B RZEE, M1, M2K&

UM3D FFER PRI, 21 2114.8%. 17.7%. 1.4%.

19%TH Y. KREALE, ML, M3, M4K M5O RFE 3 rHHE

MRix, FN2N261%. 40%. 16%. 03%K UNL3%TH - 725,
16.53 741 7)) 7F Y IIPHERAEOEETH D . 99 u mol/LD

IR CP-HEEHE

ENTHYIXRT O E425%F TH

ELLD, T2 TAVZUTF U BEICEHL TS
W7 =42 T v AR—% —0AT3ITH L CTHHHESE
MR L (ICsff © 99.2 umol/L) 25, OAT1R A
FF YTV AR—F —0OCT2Zxf LILEEH 2 RS 2o

728 (in vitro) o

166 HENE=RZ2H I 2BE
16.6.1 BHEEEES
ERREREE IS, T4 7)) TF & L T20mg% HaRE
B Lzl &, 740 70 TF ¥ OCua b Ot L B HERERE
EORBIIIL LBHELRZLIRRD N Lol —H.
AUCow (ZBEFERA & It L ¢, BB eSS (50=Ccr
=80mL/min), HEFEEHIEREEYS (30=Ccr<50mL/min)
KO EEE#REREES (Ccr<30mL/min) TZNLZENH
125/, M168E R U149 Th b . KNBFEALEZ D
AUCousncl TEEERB A & LB L T, H116f5ThHh o720 F72.
MEENIZ L > TT ) 7)) 7F 3580 15.6% 05
SN GHEADT7T—%), [131 B

HRREREE O Crmax AUCop-0 t1/2
(ng/mL) (ng - hr/mL) (hr)
fEEHE R A n=8 17893 1748.39 2564
(17650+3842) | (17727%657.3) | (26.1%50)
R n=8 193.15 217890 25.60
(20796+5331) | (22342+2786) | (27.7%79)
fERER A & DI (%) 107.95 124.62 99.84
[909% 15 X [H] ] [86.24-135.12] [100.97-153.82] | [75.94-131.27]
FREEIE n=8 199.55 2930.17 3493
(203.63*42.33) | (3090.3+8686)| (360=11.0)
TR A E DI (%) 11153 167.59 136.19
[90%15 HE X 18] [89.10-139.60] [135.78-206.86] | [103.59-179.06]
P n=8 186.39 2603.17 26.26
(191.63%49.07) | (2833.3%652.3) | (298+11.0)
fEERER A & DI (%) 104.17 148.89 10241
[909%15 X [ ] [82.10-132.18] [119.10-186.13] | [76.61-136.89]
fERERL A n=8 192.69 1568.38 1741
(195.75+4328) | (1569.5*3455) | (183%57)
KWE A HE n=8 211.26 1826.06 22.85
(219.00+11891) | (18209+2854) | (236=58)
TR N & DI (%) 109.64 116.43 131.20
[90%15 FEIX [4]] [82.30-146.06] [98.10-138.19] | [98.26-175.18]
Bl /N eI (AR I fE + AR IR 22)
fEERL N ¢ Cer>80mL/min, 2% © 50=Ccr=80mL/min., &R :

30=Ccr<50mL/min. & : Ccr<30mL/min
e+ ATH JAH O )

16.6.2 iT#EERREE

B AR

2y 747 TF L L T20mg % HEGRET

BG L7z &, 743070 TF 2 OCna TN & K

LT, EEENFFREEE (Child-Pugh/h B CHEIA T 75~

6) KU L (Child-Pugh/b B TAEFI A a7
7~9) TENZILHE R UL TH D . AUCo-lE
NZNAYLA6EE R OHILBIETH - 7219 BHEADT— %),



B mEFEREES (Child-Pugh/PHCEF A3 79
) TORRRERE

M ORIWER T ) 70 7F GRSk

v [931 ] o7z,
FFRBERE & D RIE Conax AUCo t12 o o
(ng/mL) (ng - hr/mL) (hr) F T RE-EEREGEE (12:8F) off5R
HEHER A n=8 20058 1610.10 21.95 BGH H OELE
(18588 +84.65) |(15488=209.1) | (248+64) — TRV T
W n=8 251.64 234828 26,69 04 20mgh¥: THED 7
(229.25+86.16) | (22079=7900) | (279+7.1) 8 n=99
HE AL O (9 ) : i i 0.79%
@%mA; (%) 12545 14585 12156 HbAlc (NGSPfH) 017005 062005 0.79
[90% 1= HEIX ] [97.07-162.14] | [12213-174.17] | [94.13-156.99] (%) [-094-0.64]
S = 276.24 2566 21 295 B IfLHE 19.0%
Ay n=g 76 566.69 30 GRS ik 0218 100+18 190
(24763+11295) | (24189+5058) | (309+66) (mg/dL) [-24.0-139]
BERAE DL (%) 137.72 15941 13759 FLFR 2 39536 17935 44.7%
[909% 15 #E[X ] [106.56-177.99] | [133.49-190.37] | [106.54-177.68] (mg/dL) e e [-54.6-34.8]

RTINS IOME (A9 (8 + ()

1% : Child-Pugh/ I CA#H AT 74%5~6, % : Child-Pughsiif
THFATTHT~9

tuz © AR HAH O AR

16.6.3 SH#sE IC BT 2EYENRE
TR E s (65U ET5RLUT . 1261) & IE&EE (45
e Ll 65i A, 1261) 12, 7R 7)) 7F v & L TC20mg
% ZBRERRICH A% G- L 72 & &, Cmaxs AUCo M Ut12D
I I3 2 Sk E OB R/N ZFFH Mo (90%
BIEXE) (X, #2n1.006 (0.871-1.163). 1.090 (0.975-
1.218) K& 1°1.054 (0.911-1.219) T h ., (ZIZEHETH -
72 (BHEADT— %),

16.7 EMHEE(ER

16.7.1  baFJ—ILEDHR
rshaFT-VEEHLEZEE, TR ) TF L 0EY
BEANDOBEIIREDEB) TH-7212 WHEADT— %),

£ FRYINTF Y OENMERIEZT S TSV ORE

TR TN T T OFEDEIE ST A=
o e | TR 7| RO [90%(EHKH)
BRI BRI B0
Cmax AUCOVOO
T " 137 149
v me me [1.25-150] [1.39-160]
16.7.2 b OVERIRAZE & DHH
FANTYTF e F Yy TaY B ExF ) v

) X R A MRV VEFHLAE &,

FAN ) TF RO NS OEF OSEYBEE 12 PF TS

IZE OB RO SN h o7z HEADT—4),

) ohF sy TuYy, ¥Ry 7)) A8 Rid
HARANDT—%

17. BRPRE IR
17.1 AR UCREMICET 518
17.1.1 BihERE

(1) BERNEIHERR (F5tAMB_E5kItEHAR B2
S REEER)
AR R OB T =~ b 1 — USR5 28
WRFERE 2RI, 742U 7)Y FF v LT10mg.
20mg. 40mgXiZ 7 7 R=1H1M12A8M#E G L7z 12
SEEFIZ BT 23 5-BMED 5 OHbAle (NGSPAE) D2 LE
DT TR DR (RN FHME [95%EHEXHE])
X, 20mgf 58 (79%1) <090 [-1.06-0.75] %. 40mgf%
3 (81%1) <-1.01 [-1.16-086] % Td - 72,
AR oo FIAE B S8 BLE A1, 20med% 5- 8 T0% (061,79
B) . 40mgfk 58 T37% (3BI/81BI) TH - 72,
EANSIHERKR (777t RAWB_E5HRIILEBRER | &5
BYEER)
AR R OSEEREE CIE =~ b 1 — USR5 2R
BRI (2036]) 2RISR, TRV Y TFFrELT
20mgXix 75t REIHIM2AMI%G L 72o #iEidkFE
DEBYTHo72,

2

-~

TR/ I = FEAERRGE 3¢p<<0.0001. [ 1 (3 HI95% 5 X [

17.1.2 fhOMIERE T & OBERAEE
(1) ERSEIHEEE (RILKRZILY L 7RER EDOHAES)
EHBEROEBFGRIMATZ Y A L) Rl >~
b T = VDSt 53  2BUE R i R (19461) % b5,
TR TF e LT20meg iz 7SR %1 H1E12:8
PG L7ze MRIIEREDOLEBY TH- 7

# YA FeofmEE (128 (CEERLERR) o
GRS

FEGHIH B O%ALE
= 21 Al I
75 LR T % Jﬁ)?%/
(7)A€ F 2omet
A2 (Fy A2y K [Eidor=
o B A5 8)
n=96
H { -1.00%
bAlc (NGSPf#) 029006 0714006 1.00
(%) [-1.16,-0.84]

/NI = RS S¢p<<0.0001. [ ] (3 H195% 5 X [

12L&, 7 41) 7)) 7F > & LT20mg X 1340mg (3
) Z1H1EZ Y A EY F 46 L52:E T TRl %S
L7-& &, 52 HEFICB 28 5-B5 5 OHbAle (NGSP
) oZfbm CFgfl+EEFES) 1, 056+087% (96
Bl) THo7z,

5278 F TOMIMMEDORIER ZBIE G 1E. 7.3% (761/9661)
THho7:19, [11.1.1 BH]

(2) ERENHERR (F7VY I RESEOHRAEE)
FFE R OSEIREICMA CTE L 7)) & v Tl
b a = VAIAR G R 2RI R (204450) A RIS,
TR ZY TF L T20megiE T T K% 1H1E12:E
MG L7z MRIIkEDOLBY THo72,

£ EXTYy Yy EOMARE (1288 (CEEHILEER)

DAEF
FRHHID 5 DAL
7 21 2l T
P Tzla)?+/
(x| | 2mel
WA (Ex 75w THE D 7
o BERIE 58
n=101
n=103
HbAlc (NGSPf#) 0.74%
020=0.05 094=0.04
(%) [0.87.0.62]

/N TP £ FEERE % p<<0.0001. [ ] (3 Wif195%15 X

128U, 749 7)) FF & LT20mgXidd0mg (&
) Z1HUEY A 7Y ¥ 2 LR L5238 $ Tkl 5 L
7ok &, B2MEFIZ BT B 5-BUf2 5 OHbAle (NGSP
fit) oZfbE CPoM = EiEREE) E, 086+066% (103
Bl) THo7z,

523 F TOMIMKE O FIEHFEBE A1, 1.9% (261/103
Bl) TH-719, [11.11 SH]



17.1.3 ERE IHERER (REBHREHR)
(BWMRCITVZRRES., EJ7FA RREXG a-7
Iad 5 —EREESEOHA)

PR ONE BN, U AR S OB N 2. C
7)) = RREH, €T A FRERS L Za-7vay
5 — B EH CHLE D > b0 — VSR 43 20 2000 PR 9k B8
(46281) Zxfgic, 7T A7) FF L L T20mgXiZ40mg
(WEEE) 2 1H1ES2E PG L7z 52EFIC BT 5 55
575 OHbAle (NGSPIE) OZ b (FIIME + i fF )
k. BRI T063£0.64% (21260). 7)) = FRIEHIBEH
T-0.76+0.70% (80B1), ¥ 77+ A FRIEH N T-078+
0.75% (9561) . -2 )V a3 ¥ —CHERGEH T-0.89 = 0.64%
(7561) TH -7

5298 F TOMIMYE D BIER S BLIE A 1E, HMSET14% (3
Bl/21261) . 7 = FAREHGEH T3.8% (361/8061). ¥
T A RRFEHGEHTLI% (11/956)) . a-7Vay—+¥
FHEEFHIBER T1.3% (161/7560) Td - 7217, [11.1.1 SHd]

17.2 BUERERRAES

17.2.1 SUEIRFERERRAR (1> 2 U CEBF L OFtRRE)
FFRE N OEBR I 2 T A > AU > BH R R

(RAER GRME LB AESE D 1 > A1) ¥ DEFREI25%

31330%) « HHEBSUIFFRIIE OS2 HAITRE.

LH %5538 B Ll LA0HALLLT) Tl = > b o — v’
A7z 200 R B (14861) 2RSS, 74V 707
F & LT20mgXid 7 7 R & 1HE6HEE S L7z &
RIEKEDEB) ThHho72,

FORFEA LAY CEENE OBTEEE (16HEF) %

PG 6 0% e
vt A S
25 Lok TAN ) TF
oy | | Omew
SR (R R DS
g N g
0=71 e 5-7)
n=77
HbAlc (NGSPf) 0.80%
0.07=0.08 -0.87=0.08
(%) [-1.02-058]

RN TIETIIE = FRHERRGE %p<<0.001. [ 1 (ZWI195% 5 X

16, 741 70 7F > & LCT20mg X 1340mg (35
M) ZLHLIE A > 2) 2 3H & fE L5238 F CHlkieik 5 L
7o& &, B2 BT 2 ¥ 5-BME D 5 OHbAle (NGSP1E)
OZEALE (P + EERFE) . 081+093% (7761) T
Zféof:o
5238 F TOMIMEE O EIERZEBIEI A X, 15.6% (1261/7761)
THho729, [11.11 ]

17.3 ZOfts

17.3.1 DERICX T 5 2E
BERAICT ) 7Y 75 > & L CT40mg X iZ160mg# 1 H1
F4HM., REKZOHRS L2 075 R MIEL2QTcl
(AT EIZHIE L 72QTe) MR Lo A FIoE (K
90%fZHEX ] _LBRME) (X, 40mglf D% 5-# T #4315 ¢3.9
(7.6) msec, 160mghfDFLG-#T 415K T9.3 (13.0)
msecTH - 7219 WEIANDT—%), [914 2]
AFOKRBEHEIZEE. 20mg/HTH Y, AT
40mg/HTH 5%,

18. EWEIE

18.1 {EARE
TIH T URERTF F-1 (GLP-1) &, EFI0E L THLE
PO EIN, BEEIS DA v 2) YR RAEL, 7V
TUwEIRHT A LT, BARIAELYRHE L T 50, 7
P T TFE, IRTFINARTF ¥ -4 (DPP4) 1
PED S & ) GLP-10 43 & Hiiil L. 1 HERIGLP-10> i Hh i
FEadmses I LIk, MK FER% 53 52,

18.2 DPP-4fHE1EA R U GLP-14 #FHNHI1E A

s T AN TF ride SR DPPATEN: & i RIS
M L. ZDICsfiEIX1.75nmol/LTd - 722V (in vitro) o

_5_

TRV TFUET v M gER OEERGLP-10 5 fiF %
T PEARAEEI L BIH] L 722D (in vitro) o

« A VA VHRPUE N O RERE SR 2 R TR E TV T h
% Zucker FattyZ v b & W& RERICBVT, 7
2 7)) T F ATHIAE G XY S E PRI GLP-1 5
MO A~ A) VIR AR S 27220,

C 2RIBERFEZE B VT, 742 7Y TS 2 20mgD1H1
[R5 1 1A% P DPP-43f M & B Ly I o R GLP-1
IRE A RS 722,

18.3 MtERESE1ER

A YR VRPN O RERE R A R T E TV TH
% Zucker FattyZ v b & W& RERICBVT, 7
A7) TF EHEAEREGC X MBS A ] L A2

c 2BBEIRIREEICBWT, 74 7)) 7 F 220mgP1H1
FF 53, SR, BN O B UNE G O Z2 B8 IR R
UL,

19. BREAICET 2 IB{EFAR

—fgH T A7) T BAUKERERE AT
(Teneligliptin Hydrobromide Hydrate)
{(2S,4S)-4-[4-(3-Methyl-1-phenyl-1 H-pyrazol-5-yl)
piperazin-1-yl]pyrrolidin-2-yl}(1,3-thiazolidin-3-yl)

k24

methanone hemipentahydrobromide hydrate
C22H30N6OS + 2 1/2HBr - y H20

62836 (HE/K¥n)

HEOBRTH L. KITETRT L 2T/ —iz®
RETRT L, TY =)k (995) 1ZRREITIZ W,

HFk
ST7E:
B

Y

-Z%HBr - xH,0

0
N S

‘/\

N

X
HSC\W

N-N

O

B s f201C (0)

22. a¥

(F % U 7$#E20mg)

100%¢ [10% (PTP) x10]. 500%¢ [10%t (PTP) x50]. 140
g [148¢ (PTP) x10]. 700%¢ [1488 (PTP) x50]. 5008
(N7]

(F % U 7$£40mg)

100¢¢ [108¢ (PTP) x10]
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