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—— LA I F L ER e ZE)

20

---5--- EERH

10 15 20 25 30
FE R ()

20

- -e - EER

10 15 20
R ()

23 30




V. REIZEJ HIEE

WHIZEBNC R T DL GBI K ORI O TR =R O )

o HEEE LA EVE T TF
B (471, 50mg) & 50mg [7E 5

ARG | B | BB | R | SRR E (%) I (%)
pHI. 2 15 4y 92.9 100.0 ke
e pH4. 0 15 5y 93.7 98.5 ey
ARR] S0 T 15 4 93.8 99. 6 A
7K 15 4y 94. 1 99.5 ke

(n=12)

<fEHR>
BRI & RERAI O BB 2 i L2 L 25 TN TORMFICE W TRIHZEE O E R EITE A
L7, BDibX v BREAN & ARHERAI OB HERS S iz,

0. 5% - A%

() EESRELGER - 8K, NENFREES - BRICHT HFER
2L

(2) 8%
100 &£ [10 &€ (PTP) X10]
100 £ [&25. /N7, HEAIAY ]

Q) FHEE
A% LR

(4) BHOME

(DS KA M
PTP A PTP R T L7 40h, TIAI=ULE
tr—@giE | TAI=Uh - RIZFLUrTIIR—FT 40
NZaldE R kL RKYzF L
(HEIEHIA D) S AN I N = B il

1. AZREShSEME
Y LR

12. Z0ith
AR L



V. ARICEI SRR

1.

ARICET 5HE

PR ESYIES
2 T PRI

REX I EIZBEET HFE

5. MBEXIHRICEET HEE

AFNOHEHILH 52> U OBERIFIER DO IR TH 5 RFHR L, EIRELES 09T 72 ETRhEN
A7 G AICBY BETDHZ L,

3.

(1 A

(2)

4.

RERUVHRAE

BiERUHBEED DR
BWE . RAZIE, EAF T TIF oL L Thimg 2 1 H 2B, YIZROE5T5, B, BED
REEIZIS U Chomg 2 1 H 1 RIENCHGTHZ ENTE D,

FERUREOREEE -
AR L

RZERUVREICEET 5

1 RERVAECEEY HIE

AR D)L O BKEBEREE D B 5 BE LB TP ORI AR 2EE Tld, AR O M PEEN L
HZBFNNHAHDOT, 50mg & 1 H 1 [AENCEET 5720, MEICEET52 48, [9.2.1, 16.6.1

(2)

@)

(4)

SERT—2 Ny r—
M ER R L
SR

AE RIS RRRR
LR L

IRAEAIEAER

1) BXMHEREIRER
OERNE I8
BHEBEE, EEREOL TR 2 > b — LB+ S TuZewn 2 BRI B (291 1)
ERBRIC, EAF Y FF 10, 25, 50mg XITF T ARE 1 H2E 12 BMKEOKEL, T
KRR, EEMR, B A S L7, EEFMEEE 2 HbAle (JDS) fEOEH-RIN D DAL
B LUTCERLE, RIOBEEORREZIIENLE Y 7F 10, 25, 50mg K OXT T EBRND, £+
nER 4. 2% (7109 3 1), 0% (72 B 0 i), 2.6% (76 Bl 2 f51) FON 1. 4% (72 %9 1 4)
Thol= 9, (RFIOFAELOHEIZ0mg 2 1 H2BUX1EITHD,)

10



V. BRICEY 5EE

7T RRR EEHRIEEAER (12 BE) oftR
HbAlc (JDS) (%)

BERIN L OELE TSR EDE
7T R 0.28 —
KT U TFF 10

570 7T 10mg 0. 53 ~0. 89
1 H2[H
KT Y FF L 25

F7ITF e -0. 67 -0. 95*
1 H2[H
EAK T FF L 50

y7VTT e -0. 92 -1. 20"
1 H2[HA

#:p<0.001 (FAFIEIC L v WiE DL B2 JHH)

QENFE MR
BHEEE, BEREOAA T2 b — LRI S TuZau 2 AR IR RS (239 1)
EXRBIZ, EAVF T Y TF o 50mg 1 H 1[E], 50mg 1 H 2[E], 100mg 1 H 1 [EIXIE7TTI7ERE 12
HER ARG L, 77 2R, “HEER, EGBR A S L 7o, FEFEE 4 HbAle (JDS)
O GRIHD OEbEE L TEM L, B5 12 #HO HbAle (JDS) fEOZE{LE (50mg 1 H 1
[, 50mg 1 H 2@, 100mg 1 B 1A, 7Z&R) 1%, TNLN-0.78%, —0.86%, —0.86%, 0.13%
Thy, ENF TV TFAITTERICK L, WIS AERIKTZ 7R (p<0.001, AEKUE
5% (Hochberg OAT w77 v 7iE)), iy be— A rdESE, £/, RIEEZWV
NOBEERETHLRO Lo V) (RAIOHIER O ET 50mg 2 1 H 2 [EUX 1 RITHD,)

QGE M M5
BERE . EERIEO XTI D > b o — L4085 S T AU 2 BB FR IR R (380 1))
EXBIZ, EVE T Y TF o 50mg 1 H 2 BIIARZ Y AR—20.2mg 1 H 3 [BlZ 12 B DS
L. R, ZEHER, HRGREBRZ 3 L7z, FEFMIEA %2 HbAle (JDS) fEOKR G-I
DEALE & UCER L, KMHEORBEIGITE L 7Y 7F o p 0% (188 il 0 451), R
UAR—=2230.5% (192 Bl 161) Tho7= 9,
FeH IR T E B iR (12 ) OfE R
HbAlc (JDS) (%) ZEERFIMBE (ng/dL)  BARIMAE 2 B E (mg/dL)
BHRINS AT VAR— BERiNS RV AR— EHFAIND K7V R—
OEE Rz oOE kR REoE  OFEE  ALOE

RNTYHR—R -0. 38 — -7.81 -19.79 —
| A e . . .
\5 4 -0. 95 -0. 57* -24.06 -16. 25 -51.50 -31. 71%
I
% 1 p<0. 001
@ERNE MARER

BFFEGEERRIEICIN A A VAR =Ly L7 M CIgE = > b — 3+ i Tnzan
2 BUpERIF R (202 B]) ZXFRIC, EAX T U TF o 50mg 1l H 2B XIXT 78 ARE A LK=)L
ULTHNINZ 12 BEE OB L, 7 ERRR, CEEMR, R A S L, R
THH % HbAle (JDS) EOEERING OE(LEE LCHEME L-, &5 12 HbAle (JDS) fEDE
{LEIZENAE T U FFoN-1.00%, 77 BRNE-0.06%5THVY ., EAZ T FF 0377 BRI
L. AE (0<0.001) K& TF&EL, MbFzy bu— L a2daESE7e, F72., RMERE DR HE|
BIIeAFZ 7Y 7T 2.0% (102 FlF 2 61) . 77 &AR281.0% (100 Flf 1 4]) TH-o7= 7,

GEMNE ERFTEERKAER

BHEPE GEENRIEICINZ A A Y CHRIFI M T A A Y CRFNIIN A A R AL PR T
Wy b — RS BT 2 BRI RS (166 i) Zxt4is, ey 7Y FF
50mgl H 2 [EIXIZ7T T BREZA LAY CRFIGHH T C 12 HE&EO&EES L, 77 8A%R, &
B, emaABR A = Uz, FEAMEE H I HbAle (NGSP) O G-Ri0s 6 Db &EE Lz, #&
5. 12 DHbAle (NGSP) fEDZEALEIZE A F 7Y 7F o 3-1.01%, 77 BRB-0. 11%THV, &

11



V. ARICEI SRR

®)

(6)

M

NETYTFF AT 7SRIcH L. BE (p<0.001) K TFERL, Moy be— L ziEX
Wi-, Fo. BMBEORREISIZIEAL Y FF o 6.4% (18 FHIF 5 F) . TR 1.3%
(78 flF 1 f5)) ThHo7= 1Y,

2) REMHEB

OEMRE MR

BHEREGEIRIEO LTI = o — LR85 50T 70 2 B RIS B (103 1) |
b L < I, AR, EEREICINZ A LR =Ly LT FIBM T o o b e — NS S
ATV 2 BUEIR S B (53 1)) Zxt4c, X 7Y FF o 60mgl H 2 FHH L ILALK
=N LTANCIZENE 7 7F 2 50mg 1 H 2 8] % 52 RS D &5 L, FRGRER % i
L7z, FEFHIE B X EMR GROLZEM AR T H 2 & & Lz, Wih b B58RE0H 2 6 i
oy ha—zEL, 52 BiZhblo TRELMmMEa Y ba— 3G bl K&
@ HbAle (JDS) DAL EIZFNZEN-0.80%, —0.64% T -o7-, F£7-. KIMLHHEDIIEIEIX
KT T TF BB 0% (103 FilH 0 1)) . AR =T LT AlE OFFHEEDS 3.8% (53
B 2 ) THoT P,

QEME MR

BEPRE, EEREICNZ A MRV, FTVUDUAL a-Fa s Z—BHER X ILED)
WA A Y COWMRER] (77 = R) BTl = o b e — A5G ST 2 AR R
R (58451, 62 fi], 62 i, 63 Bl) ZxtBIC, FIEANIMZ N7 Y FF 2 50mg 1 H 2[H
Z 62 MR DG L, BB G RBR %2 50 Uiz, FEFHIE B X RO & 5RO M %
BETDHZ L L, WP LRGBS = o —L&2%E L, 52 WiThl-> TR
EL-MmbEay be—AnEGoh, K&HERED HbAle (JDS) EOEEIZA FAALI &
OO TIX-0.75%, F7 VU P UAlE OHFHTIZ-0.92%, a-Za s X —EHEA & O T
13-0.94%, 7V = FEDPFHTIZ0.64% TH o7, T2, RMEHEDORKBEGITZA MARLI &
OOFFATIH1.7% G8HIF 1) Thote, FTV I, a-Zav X —BHER, 7V =
R & OPFH TIRIMFE X780 b2 -7 P, [11.1.3 ]

BE - FENHS

AR L

Y Lol dii

D ERRERE (—REARERE. BEEARERE. ERARELREE) . RERTRT -4~

—RBE. WEREEBERERONE
MR L

2) RAZFHELTEREFEODABTRIIERL-RAE - KBOHE
EARANA

ZFDith

M EE L

12



VI. EEEICEYSHER

VI. ExhEFEE(ICEH 9 5I1EH

2.

EIRPH(CEAESH HIEEMRITEEMEE
DPP-4 BHEIK (&% 7 U TFF oV vEptEkfny, Tau ) IrFUORBEFRE. VTV TF . TX
V70 7T BACKBERE KT, T T E)

TR BEDH DB OREE « ZIRFIL, RFOEFIRLEZRT D &,
IR

(1) YEFRERL - 1EFRERF

NI A RERT T R-1 (GLP-1) 1%, A ¥ AU V3 WMEEE K OV v 1 3 2 Gl E R 2 A L
PRGBS B W CHEREE 2 B2 LTS, EAX 7Y FF ik, DPP-4 Z 3B IRAYH D Al Wil P
L. WRMEGLP-1 OIREA D H Z & T, MBHKRFEMEICA V2 ) Ui REISE D & L b D
TP INEI U, RS TR &2 g5 109,

E & R4 HHERAAE

(2)

3

1

2)

3)

4)

DPP-4 [HE £ A

EAZ 7 ) FF ke b iE DPP-4 Z IR ERAFANCEE L, ICH X 2. TaM Th o727, F7-.
AT Y FF 0L, B FDPP-4 GHEEXAKR) 1o L CEWEBFMEE 7= L, KEIZ 2~3nM TH -
7=,

Mm% GLP-1 (23¢9 B 4EF
2 AR IR BREIC LA U FF o 50mg 2 1 H 2 [\ 7 HREIRIER OG5 & M GLP-1 JE
MEF L9,

AR VIEREICRT HER
2 RERIFEREFICEN X VY FF o 50mg 2 1 H 2H 41 HEKERO®BRS L, A2V 75
TR ER LT A A A UERPIME AR TIRENKE L 90 GREADT—4),

m#EERTIERAR UM FERERE R

ORTHEFRIG I L O 2 B RIGE DO =27 A A X 7Y FF % 1 H 1E] 10 BREKER D& 5
4% &, HbAle 78, #ERIMEIC LR L THENEI 0. 6% K% O 1. 2% T L7= Y,

@2 FUBERIRBENC E A Z 7 ) FF o 50mg & 1 B 2 [\ 7 ABRKER ARG T &, BE%BIEL D
ZE MR MBE M T L7 ¥,

YERFEIREER - Frinkef
Y ER R L

13



VI. EWEEICEY HEE

VI

1.

. EYEHREICE T HIEE

I AR E D HERE

A LA MR
AR L

FRERRER THER Sz ApiRE
1) BEEE

(M

(2)

2)

3)

BERABFIZENALZ T Y FF 25, 50, 100, 200 TR 400mg ZHEERFROFEL-L &, AR
TV TF AT I S A, MFEH ORB{LARI T 544 1. 33~2. 75 FEff] Chemn i HiR 12
B L7 F77. Coae LV AUC 13- EOHEANCEF] LTI L, I 200mg F TK 2

B CThH o722, (AAIORELOHARZ 0mg 2 1 H 2 HXT 1 ETHS,)
BT Y ST 50mg FEERRAORE L7- L & o FPEYEIRE T A —X
Cmax Tmax AUCO*t t1/2
(ng/mL) (h) (ng * h/mL) (h)
271277 2.00£1. 26 1, 13980 1.77%0. 23
n=6, HIfE EAEENR
RiE®E

2 FUBERRIBEABE (16 ) ICEAE 7 U FF o 50mg 2 1 H 27 HMREROEE L-L 20, #
H51HAKRT HEOEYERE T A —X %L FIZRT,

MR F 7 7EBELVEH LE-BRERIIBEE 1 THY, EALE T Y FF o 50mg 2 1 H 2 H 7
HEIERS Lz L & D ~OBBEIIRD b pmnolz 1929

EAZTYTF o 50mg A1 H2E 7 HERAKE Lz E & OMETHRYEIENRT XA —X

Cmax Tmax AUCO*]Zh t1/2
¥ 5 H Rac
(ng/mL) (h) (ng * h/mL) (h)
1.0
1 5241186 1,480£312 1. 78£0. 31 —
(0.5, 2.0)
1.0
7 415%105 1,490+£344 2.41%0.77 1.01=£0.11
(0.5, 2.0)

n=16, “VEMEEAEAER A, % - PR OR/ME, RORME) . R :
&5‘ 1 El E D AUCO*th]

EYERF AR

EAE T FFEEBOmg [ZE] &7 THESOmg 2, 7 u AF—"—{EIZ k0 FhnFn 18 (v
NE T Y TF ol LT 50mg) MR BT ICHE R B ERE A& G L il PR 2 LRI EE 2 HE L.
BONTZIRMENRE XT A — & (AUC, Cp) 1Z2VT 90%[EHE X VA CHERHIRNT 21T o T2 i 5L,
log (0.80) ~log (1.25) O&FHNTH V. WiAlOAEDFHFESEMENHER S 2,

FWERE T A =X

PR (5 7 HA® AUCy 1o/

HIE/NT A—H BENRT A—H
AUC (o-12) Chax Thax tie
(ng * hr/mL) (ng/mL) (hr) (hr)
ENFTITTF 1175. 71%=159. 58 307. 75£100. 91 1.6£1.0 1.7%£0.2
$E 50mg [ ZE |
T 7 7 HE 50mg 1173.82*167. 21 307.93£77.49 1.5%£0.9 1.7%0.2

(Mean=*S.D., n=27)

14




VI. EWEEICEY HEE

(ng/mL)
400
350
i —e— EILETY T F-8850mg [ZE]
= 300 |
E3 —A— T 7 FE50mg
i:: Mean*8.D., n=27
250
L
&
&7 200
D)
>
F 150
v
= 100 |
i3
50
0 . . . . "
0 2 4 8 8 10 12

R (ho)
MiEP e Z 7 ) FF o mEHs

13 EEAE NS AUC, Coax DT A —Z0F, PBRHE O, (RHEOLRIAIEL - W% O ER 4
L > TR D WREMDR B 5,

(3) s
AR L

4) BE - ftREOFE

2.

1M

1

2)

3)

BEOFE
RN (24 B) ICEAE T Y 7T 100mg Z BEZICHERRAOKE Lz & & Cu (XGRS
WZHRTIMET Lz, Twld, EAX TV FFUoRERICEFAEBIRT 52 £I12XK 0 1,75 FEE D
5 2.5 BEfICIER Stz 2 WEADT —%), ORFIORER O &I 50mg 2 1 H 2 BT 1
BTH5,)

EAZ 7Y TF L 100mg EERRAO&KS L- L & ofiEhEyEine 7 2 —%

Cmax Tmax AUCO*L
B H (ng/nL) (h) (ng - h/nL)
72 i i 538+149 1,75 (0.75. 4.0) 2, 5004564
Bk 431+95 #9.5 (0.5, 6.0) 2, 215+403
n=24, FHME IR, X PRl GR/AME, HOKE)
HAEOEE

H A\ 2 USR5 FRE (24 f5]) 26t BRI E A X 2 Y FF 2 50mg & 1 H 2 [ K VR 2 U B— 2 0. 2mg
Z1H3M3 HEHAELG L& BE3HADENT 7 ) TF 2D Coux TV AUCo-12 (T HE
HIRE & e_ENE 3% LT 23K T L7z, DPP-4 fEE~DRBEITFTE O bR o7 2 Enk,
RV R—2 L OHARICELZ 7 ) 7F o ORBHGIRLERNEZZ 5 Y,

SNE AR A A RICT 2 NP E L U RNREF IS, ULT
Uy, vERYY Eh SEARBERFEE LGS Y TY R, EATYZ T A Bk

NI EDEYMAEERZRG Lz, EAX 70 7F 0 ROGFHIEOIEEhRRITZE L L 72 o
7 27>732>O

ZFOMFRECEE
VI 7. #HEA/EH ) OIESMH

EYREREINS A — 5

PRI 773

UER R L

15



VI. EWEEICEY HEE

(2)

)

(4)

®)

(6)

3.

(M

(2)

(M

(2)

@)

(4)

®)

(6)

6.

(M

U IS5 FEE TE 4
MAMER e L
HERETEHR
MR L
JYFTI VR
MR L
<HBE>
A41L/hr®
DEEE
HEEEe L
<HBE>
70.5+16. 1L/man (¥&yE) *

Z Ot
PAE R L

BER (KEaL—vay) @
R A%

BRI L

NG A—BEFHER

AR L

IR 4R

EYFHF AR

RN (12 f) ([CEVZ 70 7FF L b0mg 2R OG- L7l EDASAL AT XA Z U T 41347 85%
Tho™ GEADT—%),

5%

% — BB B
AR L

% — REREAP @B
[VIL. 6. (5) iF#F) DIESHR

A~ DB
VI 6. (6) FEI DEBM

B~ OBTHE
AR L

Z OO DBTHE
AR L

mPEQFEEE
EAR T Y TF D in vitro MIFEAFEERILI. 3% TH -7 ¥,
|

RBIERRL B UM IR B
BERAET @) [CYCHEHL-ELE ) 7F o 100mg ZHERAOFE L- L &, gl
T & L TREME (P REED 25.7%) KO T EPINKS SN - REERE (M20. 7.

16



VI. EWEEICEY HEE

55.5%) MIFTEL., F D7 L7 a U BRAIE (9.5%) KOT I RiESOMASRAHEY (8. 1%)
SN0 KRB O ER O &L 50mg 2 1 H 2BUX 1 ETH D,)

(2) KBICBAET 58K (CYP%) OHFE. HE5EE
BV 7Y FF 13 CYP2A6, 2B6, 2C8, 2C9, 2C19, 2F1, 2J2. 3A4 TR s o7z, £7-.
CYPI1A2, 2B6, 2C8, 2C9, 2C19, 2D6, 2E1, 3A4/5 ZPHFEH ', CYP1A2, 2C8, 2B6, 2C9, 2C19, 3A
BHFE Lo 729 (in vitro),

(3) DEBBHROERRVZOHE
LR L

4) REYOFHEOEBRRVEMSLL., FELE
fEFER AT 7+ @) IZMCHERRL-EAE Y FF o 100mg AHERR ARG Lz L &, REDHE S
OEREHIT, M20.7 (56.5%) TH O, ZTOMIZT VT v U ERAEGE (4.4%) . 7 I RSSOk
IR (3.7%) RO BT, T a U BRERIIEN T T T LREO AT F U
TFFH—F-4 (DPP-4) FLEEM A RT3, M20.7 OFLEIEMEIIMm O TH< . 7 I NS KSR
I EIEVE 2 R S 2o 72 593928 (R AN DT — &), (KRAID FHTER O EIT 50mg 2 1 H 2
BT 1 RITHD,)

7. HE
1) @EFERAS T (661 ICEALX 7Y 75 50mg #HEROKE LI-GE, 5% 36 K £ Tl
RIIR L LT 22. T RFICHEE S 3, B2 U7 F 2213 9.83L/h (164nL/min) THo7z, ¥
WA TV TF o DPRRF~OPEHE, BB RE SO0 R SN D 2% [10. BH]

2) ERERABT @) ICHCHEFRLI-EAZ 7 ) 7T 100mg & HERR O L L7z L & 168 KR
DINIZEe B L T2 OB D 85% 3 R HHIZ . 16% 8 #H T HEM < 7z, IR L O#HIC i S 7o Rk
KOESITENETNHGED 236K % TH o729 GEANDT—%), (KFIOREROHEX
50mg & 1 H 2 XX 1RITHD,)

8. FrSUARKR—E—IZET H1EHR
BT ) FF U HREBMOART =4 h T VAR S~ AT A N T AR S 5T
XoTHtaniavn, 7o, PHEAORWMELE THDL Z EWREINTWD (BT O An fEA 0. 5mM
LLE) ¥ (in vitro),

9. BREICLDIBRER
BATIC K > TN E T Y FF NI B G BEOK) 3%036RE I iz, M20. 7 13BHTIZ & » TIEH R EE 23 %
Frafo> 50%LL FIZIE T L7z 9,

10 BEDEREHIHBE

1) BHEEEETRSE
OHEES
WL D HE OB ERE (24 ) ICEAFZ 7Y 7T 100mg ZHIEREAOKG Lz L X,
ENE TN TF D AUC TR (T TR FRARRE . I O B AR RS K OV
BTN LB BE TENEI2.01 %, 13144, 2.33 1%, L42f5E <, CulXZNZI 1.66
5. 1.08 %, 1.56 5, 1.24 fFmDro7z, M20.7 D AUCozu 1, HRSE, HEEJE, HEOEHEAER
ERE K OGBS B 72 B CREEEHBRE L v 22 1.7 1%, 2.6 fi%, 6. 1%, 6.7 {5
<. Con lXZNTI L6 1%, 2.4 1%, 5.4 15, 8. 1L{Emn-o7= 9, (OKHIO KL OH &I 50mg
Z1H2EXI1IEITHD,) [7.. 9.2.1 BH]
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VI. EWEEICEY HEE

R ER A K OB REEE B F I Z 7 ) 7F 2 100mg &
HA[AIRE 1 % G- DO SR BN EE X T A — X

&’ﬁ:“‘ﬁ’;ﬁ Cmax Tmax AUCO”E t1/2 CLR
(BREREREEDORE) (ng/mL) (h) (ng * h/mL) (h) (L/h)
ST #1.00
bR 477+114 1,872+461  3.95+1.82 12.36=*=3.36
n=24 (0. 50, 2.00)
i3 #1. 50
B 792+229 3,764+967 2.83%+0.76 6.06*=2.71
n=6 (1. 50, 2.00)
EoYicy #1.25
P 514+279 2,451+1,343 3.89+1.64 5.98+4.21
n=6 (0.50, 2.00)
i3 #1.00
A 745+235 4,363%=2,069 3.55+0.35 1.44+0.75
n=6 (0.50, 4.00)
BT D .
W 591+166 150 2,656+532  8.05+6.26 —
R - (1.50, 3.00) e

n=6

SERME AR AR S, XK - PR (R/ME. BORME)
R CLer 28 50~80mL/min, W48 : CLer 2% 30~50mL/min,
HEJE : CLer 23 30mL/min A

QREXRS

BP0 & L O BB E RS (48 ) ICE v H 7Y T 50mg & 1 H 18] 14 HERE D5
Licl &, BT Y TF D AUCeou [ FMEFEHLERE I T LN CHREE | WSS ] OVER B D R A RE
FEBRE TENEI L4065, L7165, 2.00 5@ <, Cux 1 EENEIL 1375, 1.32 1%, 1.36
TR oo, M20. 7 O AUCoou 1, BREE, W KOEE OB RS BE CRBMHRE LV
FIEI1.66 5, 3.20 fiF, 7.30 5@ <\ Cox (XZNEIL 157 fi5, 2.56 fi5, 5. 55 fFmh o7z,
TT a AR AUCoom (3, HREE, WAL, M OVER L D B BRRE MR 5 B TR E L v
TN 135 A5, 2.69 5, 7.25 5@ <. G [ ZZENEHL 113 %, 1.60 f%, 3.00 57 -
7= HEANDT —%), (KAIOREROHEIZ 50mg 2 1 H 2B XX 1ETHS,) [7..9.2.1
2]

2) FHeEEERSE

B O L O FEREREERE (16 6) ICEAZ 7 U 7FF 2 100mg 2 B AOK G Lz b & )%
BE M OV A D TR RERR S BT 1B I D ENA 7 U 7 F D AUCe 1d, EIE I 20% % OF 8K T
L7272y, EEDATHEREREEERE T 220 L5 Uiz, REE, PR ORFEREIEEBE D Cp [THEEE
BBRE & BETHY 250K o 7oy, EE O PR BE CII @R RE L RRE Th o7z, B
JE L RS RE HE R O NS RERE S R 0D M20. T O AUC,- 1T, fEEERERE & lb T ENFI 27%, 49%,
92% & < | [AIBRIZ Cox IZE AL 23%, 46%, 65%F12>> 7= &1 SEADT —4), ORFIO LR
O HEZng # 1 H2EX X1 ETHD,)
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VI. EWEEICEY HEE

11.

TR K O REEE B I Z 7 ) 7F 2 100mg &
HA[AIRE 1 % G- DO SR BN EE X T A — X

&E‘ﬁ Cmax Tmax AUCO”E t1/2
(AR RERE = D FREE) (ng/mL) (h) (ng * h/mL) (h)
= *#1. 25
I rR BB 6751263 2, 5671428 2.01=x0.50
n=6 (1.00, 3.00)
% #1.25
e 4971229 2,076 514 4.92+4. 86
n=6 (1.00, 2.00)
A i #1.00
R 5121166 2,411 1740 3.08%x1.59
n=6 (0.50, 3.00)
iy *#9.04
R 6321247 3,322%1,472 2.40=x0. 25
n=4 (1. 00, 4.00)

g YRS, % Rl (R/IMiE. FoOKfE)
#XPE : Child-Pugh A 217 5~6, FZEE : Child-Pugh A 27 7~9,
¥ : Child-Pugh A =7 10~12

3) EENE
70 Ll Lo EEE (20 ) I ALX 7Y FF L 100mg ZHEEREOESG L& XD AUC KT Cux
1E. FEEEE (18~40 #%) TS L CHFNEI 1. 32 LN 1. 18 &M o 1= WEADTF— ),
(KFIOREROHEIZ g 2 1 H2E XTI 1IFETHS,)

Z 0t
AR L
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B D

ERNBEZTNDER
EIN TR

2. ERARLEEZNEH

2. 22 (ROBEIZIFHBELEWLNI )

2.1 RENIO KSR UiBEE OB ERE O & 5 BH

2.2 BEIRIMES TV R— A BEIRIESIE, 1 BUERBORE (A )V O#fTh s, ]
2.3 EEDKREREDSH HEHE [9.3.1 BH]]

2.4 HIERYYE, TR, EERIMEOHLEE (A AV v oOEMATH D, ]

3. MMEEXIIHRICEHET 2 ER L TDHEH
(V.2 eI RIS 2B 2B 52 L,

4. RERUVREICEET SEELZTDER
V.4 RELOCHEICEES 2EE] 220752 &

5. EEREARMIE L ZNER

8 EELEARMIE

8.1 ARANIDEEHIT BTz - Tid, BFITH VIRIFEER & OE O FIEIC DWW T2 2 &
[9.1.2, 11.1.3 ]

8.2 fTHktElEE (HRE2ET) NHobNd Z N DD T, AFIRLGEERT, BE5HGHE 1 FH
37 b 3y AEIC, OB L EHMICHSERELZIT) 2 L, [11.1.1 2]

8.3 AMEFERNHLLND I ENRHHDT, Finy7elik LWIEH., B OWHIER N H &bl
LA, EmONCEROREEZ T DL ) BEIRETS 2L, [11.1.5 2]

8.4 AREIBLH L, MbE, JR¥EAZEMAINCRE L, EROBREZMHID, K&z 3 » AELTH
RN AR 72 G A I OIREIE~DOER 2B ET 5 2 L,

8.5 (KB Kk MEMAER 2 = TBZNnH 50T, BAHEE, HEBHEOERZCKEFL WD
BEICERETHEXITIEET S L, [11.1.3 2]

8.6 AHKIL GLP-1 ZFAIEFFIZTVI N GLP-1 ZREZ N Lk FEAZA LT\ 5, Al
B L T2 BR O BEIRERBR AR 1370 < | AMME R DML BRI TR ST UL7R0Y,

6. BRENDERZAI HEBEEICET IIE
(1) GHHE - BEEFOHLEE

9.1 A6HE - BMEERZFOHIEE
9.1.1 FE (NYHARE III~IV) OHLEE
il ARER 23 72 < R AMEDSHENT L TR,
9.1.2 EM#EER I ETIAOHIUTDOEERILIKE
- T EAEERE AN 2 USRI B RE R 4
CREBARIRRE, AR, FHARFEI, AFEIEO AR L UIETINEE
< L A TEE)
CBEDOT L a— LB
[8.1, 11.1.3 &M]]
9.1.3 ERFHOBERIFALORADODEBEOHHEE
WHHEEZ G A LU RAEZREITREENLRD S, [11.1.6 &)
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9.2 BHrEIEERSE
9.2.1 HEFEELULDBEREREDHSEBEXEENPORABTEESE
MEROCHEORE 2175 Z L, [7., 16.6.1 ZH]

9&2%%%@%@&6%%(@5@%% E%@%é%%%@()
JHHEREREE N EL T D B2 b 5,

(4) XhEEezHT 5F
FTEENTWARN

() WEiE

9.5 1147
WEIE XATIEIR L WD A REME D & D LMEICITR G5 LW EREE L, BER (5 v PED
THX) T, BEAOBITRHREIN TV A,

(6) =EL47

9.6 =%
BB EDOFEMER O RILREOA R ZEE L, BAOMKGE TP IEZ a5 2 &, B ER
(Zv ) T, AHHF~BIT T ERHESNTND

(1) MNRF

9.7 /MR
N A G L U T BRIRERBR 13520 L CTuheuy,

(8) =fnE

9.8 SE
RITERIZEHICEEB L, Bz FolBRZ LN GEEICREG T2 2 &, —RICAEMBRENMET L
Tn5,

HEEA

10. #HE/EH
ARENIFEITRFHT LV R L, REBIKRDRPBEMERIT 23% TH > 7=, [16.5.1 &[]

(1) GtRZEZLEZTDEH
BEEINTWARWN
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(2) HrRAZXEEZTDEH

10.2 tREE (BRISEET S L)

ANVR=)VT I FRLDPA VR
=)y LT R EA
BT A RRIEH
A R Y HLA|
FT7 N DRI
a7 N ayE—LHEA
WA o A Ay UM A
GLP-1 S A IR{EB)EE
SGLT2 PHEH
AATYIVE
B —HE WA
U FLERA
MAO BHZ= 7]
T 47T — NRIEHIE
[11.1.3 &HE]

BB LN EET S
ZL, BT, ARy LT
BT A 2 ) 8H L
LA, RIBEED U 2 7 23880
THID, T OIEF O E
e ok,

A4 F BRAER - HEE 714 P - SRR
HRERE T 1E ] 2 4509 2 HEA fRMBERER A3 Z 2 I8 2 4003 & | LB fe T 1 D HE5R1C K
PRI A Do IMKEE, TOMBEHDOKRE| S,

MFERE T EH A2 8553 5 384
7RI
L ) o
FLR R AR L 2

MmpEEN EF L Tay he—
RBIZRDZBENRS D, b
i, ZOMEHEDOREEZ /7
B LB 352 L,

1A B 1R O35 1 &
D

T T vy o HARESE T E
[11.1.2 &H]

TV FT L AR FE
Kz AL TWsBETIE, B
AL TW2ARWEBE IR TlE
PEVZIE DR B E 3 v o 7o &
DHREND B,

I TH 5,

Bl{EH

1. Bl{EF

P45 7 SR EEIT Y 2 &,

ROBWERDR oD Z LD HDT, BEE +7IATV. BRENBO b LA I3k x

(1) BRLGEIER & DHERK

1.1 EXGEIMER

11.1.1 B¢, FFEREES (O bEEAD)

ALT SUE AST D EFEZ ¥ 5 TR TR E 2R H b bivd Z L3 5, ALT X3 AST D fiTH
REREMO B 2B OTGE1CF, A OFRGE2FIET 57 CEYIRAEZITY 2 &, BIECAF
HERBIE S 2 R8T 5 OMOTER D & b O 2 5E121E, AFlOEG2HIEL, Z0#%EE L
BAETHLHEEE LW L, [8.2 2]

11.1.2 MEMEE BHEAR)

T VKT v BB RAER O LTV A EE T, IR L W e W I T E
TFIEDORBBEENE N -T2 & OMENRH D, [10.2 BH]

11.1.3 {EmAE B RH)

RiiERHDONDZ DD D, ANK=LT LT Al EONH TEEREMBEER S 6 i,
BEE R 2T b @mE ST D, IRIMPEER 2B SN GE I E 2 5 R 2 BT
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57 SR AERITY Dk, 2L, a2 a v X —PIHER L OO XY (IR A3
DONTHEEICIET FullEz G+ 52 &, [8.1, 8.5, 9.1.2, 10.2, 17.1 &#]
11.1. 4 BERERARE (B R

WP, Wi, CK L& MM ORI 47w vy ER AR L+ 2B AEN H b b
T ENnbBHB,
11.1.5 SMEER (BE AR

FHOER 720 LV IR | % oD B %

[8.3 &]
11.1.6 4 LR (BHEAR)

HPAZEZ G A LU AZR I TRBENARD D, mEOMER, MmN, Frved 2 1m. %o
BENRO LN HAIIIHREG 2 FIE L, @YRAEEZITY 2 &, [9.1.3 2]
11.1.7 FEMME (BEEAR)

Wk, PERIREE, FEEL M ORE (REE) FE0RROONTHEITIL. HEITHE X R,
HCT, MiF~—H—FOREZFMT 52 &, MEMMRDELODNTHEIITHREGZFIE L,
EEE AR CHIOBEEOME R E 21T S 2 L,
11.1.8 aXRAEE (HERY)

KL, OBAERS D ONTHGEIIE, RERECHRL, BEE2PIE3 257 L) e i %217
9L,

RO LN EIITREZTIE L, EURLEEZTTO 2 L,

i)
|

Bl

(2) ZDthDEI1ER

11.2 Z0fbDEI1ER

1~ B%ATi 1% A5 BN
Mg R Y o3| — (RN el % —
HREE
PR R I 2 HEV, REE SHYm —
o EULES — —
I A R — e If —
T e R, MEEOIEm . Py |8, BIEER. MEER | —
Z—EHMm, U S—BH | P, HR, B,
HIEAR R, HEEE
PR R
IR E R P — ALT B8hn. AST 90, v |fHFE%R
~GTP #51, ALP #50
EsRESE | — Sl —
B Ji e ZIHIE WZ, . £ ORFAE., |ERPL, A, FJEm
EAER2 BR
Z DA ZSfi M SIE, I FP CK $80, |CRP 89N, RAYVEEIE, | —
1fi.H CK-MB #40 REEHEIN,

ERBRERRICRIZIEE
BEEINTWARN

AANTMIBOEANTIZ LV BRE SR,
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N BRLEDIE

14 BRLOEE
141 BHRAFEDEE

PTP 2L DIEANIPTP > — F A HEY L TIRAT 2 K5 FET 2 Z L. PTP v — FORREIZ LD |
FEOELA R S BRRIEA~HIA L, EICIE BRI A2 B 2 L CRERIAR SO REERGOIHEE T2 2
LB D,

12. Z0th0EE

(1) BERFEAICED CIER
WEIN TN

(2) FEERRREARRICE D CI1EH

15.2 JEEREREABRICE D < 1FHR
15.2.1 ~ 7 2 &\ 7= 104 38 B AER 0 &% 528 AUJRPERBR IV T 1, 000mg/kg/H (50mg 1 H 2
FIHE&ECTOE MEFERE (AUC) @ 199 %) BEOMECTHIRME ORAEFIE DML, 1, 000mg/kg/ H
FEOME K T 250mg/kg/ H LA_EAE O I C i 3 R D38 A I3 8N L 7=
15.2.2 =7 Ao 13 B O &5 mERBRIZHB VT 50mg 1 H 2 RIAETO v Mg#E & (AUC)
WA 3% bmg/kg/ BHLA EOH&ET, WU, BERXOBHEORIEHRE (5mg/kg/H T GHiRFIC
HR L —iatEDKIE, 20mg/kg/ H LA L CHIE. k%, 80mg/kg/ HLL L CHEFEE) NI
Tn5,
T, W=7 A PO O&EGEREERBRICBW T, 20mg/ke/ BUL EORET, fEFICE V9]
[Al¥¢ 5%\ AME e & L C. BRI, Mk #8937 A —% (LDH, CK, ALT K TN AST)
O LR REBIET, MEART ISR E O (R D Sl 2y ORIEN G Sh T\ 5, 40mg/ke/ H
PLEORET, —#OERTHEDS L IZHERE D biiz—F T, AT CIERIZ @M%k T
Fe G i EE L,
B, FEOFEFT RIIMOBYHE (w7 A, 7y b, A XKRUHF) KOk b TH#EE SR
T,
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1. ZEIEEAER

(1) EhZEHAER
(VI FE BT 5HE ] OHS M

(2) REMEERR
AR L

(3) FDith ZEIBHER
MAMER e L
2. HMEAR

(1) BERSHERR
PAE R L

(2) REHSHHHBR
UL L

(3) EIEHEIEHER
UL L

) BAREHR
AR L

(5) ATERAEBMHR
AR L

(6) FFTRIBMEEAER
Y ER R L

(7) ZOhORHEHE
AR L
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X. EEMEREICET HEE
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11.

12.

13.

HEIX 5
WK . AL

ARGy« ZE LR
B EAE

AN - 3 4R

BERETOITE
BTk« EIRRAT

BN LEDFE
BREINTWRWN

BEMITEM

BEMERLTA R DY

<TVvoLBY : HY

SEEES RE-EMSEONFE L VFERTL L)

FOMDBEETEM : EAX T Y FF 88 50mg [ZE] RS TWA A~ (TXII. 2. ZDOfth 4

R OHZH)

F—Fis> - FRE

SEREMOA = 7 TEESOmg (ST 4 AT 7 —v={EKT 7—~)
RIS . o2 7 ) FF o) UK., 7 el ) PR UoRBEEFRE. VISV TF TFRY Y
7T RALKEERRE KT, T STl

ERREEEAR
2007 42 A 14 A

(A¥va)

HERTARIBFABRVARES. EMBLENRHFEAR. RETFABFEAR

BEIRTARAEA B

KRB

AN ERAEA B

HRIERARTEH H

2024 -8 H 15 H

30600AMX00209000

2024412 H 6 H

2024412 H 6 H

MREXTHREM. AERUVAELEENFENFABRUVETDORE

&Y LR

BEERR. FFMERARFABRVEORAE

A% LR

BEEHME
FE LR

REARHEIRICE T 2178
AFNE, BH (D VIIRE) FIRICET 2 HIRIZED bR Tz,

£Ea—F
JELAE 57 B4 S A R e fEBIERESS =2 — R HOT (9 4) Ei Lt 7 R
WS 2 — R Y] =2—F) VAT AHa— R
3969011F1055 3969011F1055 129773701 622977301
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Xi. 2E&H

Xi. S&2&%

1. ELESETORTKR

WA COERPGEL T TO LY TH D, (2025 4 1 A BILE)
=4 Moe4

YL[E Galvus

) FRSLIZHONTIR, 4B ABMERDO R WEENRRIEL TV 5,

2. BIVZEITHEKRZERER
EIRICEAY HiEMMER (RESPC. 7A—X 3 7H5E)
HARDETIRLD 19.5 4w 9.6 3w OHEORHIFILULTOLEEY THY, A—A TV T %
FHORESPC L 1372 5,

I BENERZHIHBEICHTIER
9.5 114%

PEAT SATIESR LTV D ATREME D & 5 e MEIZITHIR G- LW Z E R EE LW, BER (T v P AT
vYX) T, RE~OBITAHRESATND,
9.6 =3LIm

R LOARMERORFLREOA M2 BB L. RO U P IEZRETd 5 2 &, BiER

(7w b)) TR ASBATTDZ ERHmESHL TN D,

L RLALPN A
a[E|SPC Pregnancy
(20234E6 H22H) There are no adequate data from the use of vildagliptin in pregnant women.

Studies in animals have shown reproductive toxicity at high doses (see
section 5.3). The potential risk for humans is unknown. Due to lack of
human data, Galvus should not be used during pregnancy
Breast—feeding

It is unknown whether vildagliptin is excreted in human milk. Animal
studies have shown excretion of vildagliptin in milk. Galvus should not
be used during breast—feeding.

Fertility

No studies on the effect on human fertility have been conducted for Galvus

(see section 5.3).

Sak |
F—2ANF YT B3 (202548 H) *

B3 : Drugs which have been taken by only a limited number of pregnant women and women of
childbearing age, without an increase in the frequency of malformation or other direct or
indirect harmful effects on the human fetus having been observed
Studies in animals have shown evidence of an increased occurrence of fetal damage, the
significance of which is considered uncertain in humans

% Prescribing medicines in pregnancy database (20257106 77 & R)
<https://www. tga. gov. au/products/medicines/find-information—about-medicine/
prescribing—medicines—pregnancy—database >
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INRFICEET HREE

HAROBEFHRXD 19.7 /NE] OEOFZHIZLLTO LY THY |, EEDOSPCL TR/ 5,

I HENEREATHEBICHT IR

9.7 /R

INRE G & LT BRI SN L Tu7eny,

HH i FLELNA
PL[E[SPC 4.2 Posology and method of administration
(202346 H22H) Posology

Additional information on special populations

Paediatric population

Galvus is not recommended for use in children and adolescents (< 18

years). The safety and efficacy of Galvus in children and adolescents
(< 18 years) have not been established. No data are available (see also
section 5.1).

5.1 Pharmacodynamic properties

Paediatric population

The European Medicines Agency has waived the obligation to submit the
results of studies with vildagliptin in all subsets of the paediatric
population with type 2 diabetes mellitus (see section 4. 2 for information

on paediatric use)
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1. A - REXEICEL TERYIZITSCHI->TOSEER

AREDOERICET 2R - AHITARE 2 Z T TORWREICET 2ERPEE0 5, RBITIESED
MLTWRVHELGENTEY, HSETHRMSN TV LRBRGIETHONTMREFFEL L TR
ARLTWD, ERIEFEDPBRREN 25T 2 LTOSZEFRTHY . MLEOREZRTHOTIER
Uy,

PR - TR EE S OBGEESRMITENCET 2 04 R 7 A4 BT 5 QA IZDOWT (£D 3) )
(BATTAE 9 H 6 BT EA GG EHK « A iS4 R EEAR TS - FRECH SRR F5EE)

(1) #rY

BRIESAE £ 4022°C, WL - KB R

ARERTE H B AA IR 2 1 & H 3 f& H
) ERERD)FN SRR 5N SRR 5N HE OB R
a (%) (95.0~105.0) 99. 1 98.7 98.2 97.2
taE — HFEN RN AN
PRAFSRAT - 25622°C/T5E5%RH, Y « B A F v —/L o — AL

BRI H B AR 2 3 1 % H 3 & H
A1 DR SRR 55N SRR 55N SRR PN
a (%) (95.0~105.0) 99. 1 99. 1 98.2 98.0
FiamE — HFEN RN SR ZAN
TRIESAE £ 20001x, KB A

PR IE B bR 60 75 1x * hr 120 77 1x * hr
s ERERDYFN EREXRY PN EREXRY PN
(%) (95.0~105.0) 99. 1 99. 2 99. 2
ixa — N RN

2) Hit - BAMRUREREF1—J0EBNE ™

1) BREMRVBRAROZREEAEMY
ARBRIL, THIRE REEGAC 7y 7 (BB ClE9o) ) I U T TFRFIEICEWVTESE L7z,
OBk
(A e 3R ]
< 30mL DT 4 ARV UITEEA L BEE ANLD,
« 55°CITHR D 72K K % 20mL W A5,
<5 SEMER. T4 AR U PNORREE « SRIEOIRIEZ TR T D,
c XI5 MkER, T4 AR U FT 180 S FEMER L, HRE - BB OIREES
BT 5,
< Bt 10 4y CHAERRE L 22 WA, BEA LR A2 SRORIC @A, B L THRIID TRy
Wetz, LR & REROBIEZ1T 9,
(i P ek ]
GO NTRRE R 8Fr. T2 — T OEAMmE Y . ) 2~3mL/sec DEE THEAT B,
cBFL LT, Fa—7EiEkOBEKO pH ZHIE LT,
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