% 20264E10 HExET (520) BAELESMEES
20234ETHELRT (8160 873969
By & =R 5mg 10mg
MM : 345 AR E S |228004M00655000| 228004MK00656000
BR 55 BI#A | 20164E12H | 20164E12H
RENBEIA 2 2 iR
IFTVZRNAIVY ) LRI OERN FHIEEE
EFJUZRCa-OD#E5mg[7v—]
=F9"U=KRCa+OD#10mgl7v—|
WL 7 56 R S

(if%f—liﬁmﬁ?d)ﬁi&ﬁ%>
WYL E

Mitiglinide Ca - OD Tablets “"FUSO”

2. BB (ROBEICEHBELEWNIE)

2.0 FAES b — T AL BERIGVEESIE SO RTEIE, 1 BRSSO
BE W0~ A 12X BRSO R IEAW,
THE 72 D O THRBNOPE G138 & 72, ]

2 ESERYWRE. TR, EELIWMEOS LEH [ A
V& B S EAYE £ N5 O TRF OFR 51358 X 7]

2

2.3 RHN ORI LBBUEOBEFIE O H % BE
2.4 TE AR L T AT REE O & 5 1 [9.5 B ]
3. fEmk - MR
3.1 #Rk
B4 IF 7Y =FCa-OD#tbmg|IF 2 =FCa-OD $t 10mg
e [7v—] [7v—]
1 g 1 §Er
L% HiEg IF7V=FAanvyo|HRE IF7)=FaILviy
LTKFIY) 5.0mg A7KFIY) 100mg

Dxy=b=)b, ZYRY) b=, TAVT—4 (L-7z=
VT T = ALEW) . ffea— A, 8K YERKEA VY
A, JAARE Ry, JIVEBEATTYI)VF M)A

3.2 WA DMK

A

B, 31771 =FCa-OD#t5mg| 372 =F Ca-OD #t 10mg
e [7v—] [7v—]
<

65T | EBoE Efv:@)ﬁml/z HA D D

FI i L) Rln)
LANZ

Ol= ==

st [ERES Es iy [ERES JEE g

6.0mm 24mm 75mg 8.1mm 3.0mm 150mg
g —F Mt5 Mt10
4. FheeX IR

2 BIFEIRIR

5. MEERFHRICEET 5EE

51 AKAOBHIZHE T, 50 LOMWRFHRDOIEARTH 5 T
TR BRI R T AT o 72 ECRIRPIA T R A2 BR Y
EETDHZ L,

5.2 AH 55 BB, Z2EREMAE )Y 126mg/dL BLE, U3 A
I 1 3003 2 Rl A% 200mg/dL P L& IR HE12 R 5,

6. RERUVAE
. RANIZIEIF 7)) = Faovy ok E LT 1l 10mg
Z 1 A 3BEEEANIEIHG T 5. 2B, BEOREIIG LT
BEHIRT %o

7. BEARUVHEICEET 2FE

7.1 ARG, EBREG TR D I S VT R R AN 3
o FREYIZEROIMME B2 IS 5 720 KA OG- 3ER
EHT L) £325Z 8. F7o, RENIRGHRAER IS
T B A7, AT 30 G- CIEATET 15 iz A > 2 >

75 A5 L SRR O MMM T 355 2 L s Th
. AFRHAE AR 2 FH 55 2RI D 5o

7.2 S CEL RIUDIG Uk R (1 [lE Sme) 2 53%5-% B
G952 ENET L, [9.8 2]

8. EELEANEE

8.1 AHNDOMHIZH 72 - Tld BEIH LACMHEEIR K& 0N Z Ol
HEZOWTHFHHT A &, [11.1.2 ]

8.2 A#E., & X |ERIMBEFEKRZREZ ST EDHLDT, EIHE
¥ HEHEOMES | HEHE L T0 L BEICHRE T2 & X 2I30EE
52k, [11.1.2 =]

8.3 AHIPLG- I, Mk % BRI T 5 L L b2, %+
B L R E 2~3 7 ABS L COREIART 586121,
LVEYLEZ ONDIHGENODEFZEETHI L,

8.4 AHNL, FEeh A v A VIWMEEER 2 HT 5. ZOMEH
FUIA VAR VIRZERBAN LR L TH Y . Ak = VIR FERBFH]
E O - TR E K R &SR SN TR VO T,
ANERZVIRFERBH LT L 2wz &

8.5 AFL EF ) & IEHEE 1 H 45mg & OFFHIZBI) 5%
SV, SN Ty (BHREIEIZE A LRV,

8.6 AKX GLP-1 Z&HMAEEIZE & OPEHIZ BT B AR N4
PEIBGET ST,

9. HENERZ2HI2REHICHT IEER

9.1 ABHE - MEEZEDH 2 8E

9.1.1 BIMEEREDH 5 BH
DHIZE % B L 72 AP E SN T b, [11.1.1 B

9.1.2 I ZEZ T BENH D 5 LUT 0 EBH ILIRE
- EAAFR RN USRI R AN 4
<R MEESE 0 B R
CSRAEANEUIREE, HLERIREE,
- BL A E S
CBEEO T VI — VIENGE

[11.1.2 =]

9.2 BEEERE
IR TBENDH L, EBEEBEAEBFITBWT, 4T
WY REARBEEOHEI PR OIEE SR SN TS,
[11.1.2, 16.6.1 =Ha]

9.3 FFgEEERE
KR $TBENDH L. T, FHEEEREEZ B SEL B
FNDH 5, [11.1.2, 11.1.3 =]

9.5 1T4®
TR AXIEIR L C WA T REME D H 5 I I3RS Lz WS &,
ARENIEER (T v b)) THRESEIEO SN TWDE, F72,
BiFEER (7 v ) CTRIEHNCEEER D R L 5 &
HEINDLBEYILETEDO LN T WD, [2.4 K]

9.6 BB
BT oI, HFEEOA R OISR EOF S EE
L. Lok I Ik 2535 2 & o RENTEIEER (5 v
b)) TRANOBITIED LN TV D,

9.7 NRE

WA R G & L 72T S0 L T e v,

NGRS

AHEN R O JE T LEFFIRTE



9.8 EpE K| 45 i ARREIR - 51 5 {2 Wy - fakEiE 1
MAEE IR E L C, &l oIl lE L b EEICKS T 52 7RLFY v R FHOME R TOZ VT — 20
Lo —RIZAEIEREIMET L TWwh, [7.2 ZHE] RS S, MBS E (B 3A & B K OF BT i

ALTary bao— VAR TOWEFAEORMEIZ X

10. MHEEA BICRbZEDBbH. | b, MEHEE ER S

10.2 BFRAERE (BFRICEET S L) ﬁ%@@%kig@béo

T BRI - BB | BT - fERET WEREE ey |5 LS AR i com i, K

e — PSR — T AFNTL Fo | PEETEIE, T SIS
PRI F 35 R (2. & |1 P AR 2 2 S50 7 B L M 2 o | i

1220 B[O B, WD, £ RO RMIERIC £ 5 s e B LR o T £ B

Y77 F A KR D SEOMPEEIR 2 S | MUV o852 IR RV E B % 05 L LT AN

E 3.1 M EH. 8. 55|L5, ITF=Z)VITAKNT S LA 5 A T S DI Y X |

a - 7V aA VY —| 2, HEEHSOEIREY Tk — V& R T OBEFIHZAL. B

Y HEH] FCEBRHEE, v ERNVE Y OBF L,

DPP-4 [HEH#] Ay BHEIZW25), I JEese D ZAL S0 2

GLP-1 = 7 & 1F | B R TR 23850 < 5Nk,

B 5T ENHHOT, Mk —aF o o7 kR

SGLT2 5 #]
FTVN TR
B

[11.1.2 ]

) VBRI
TAE) A

raT7 475 — M

V7 7 H
AN T 7 AN FA
=V EE

B - EHI
Ja 75 /) a— )
Va5

T T I VERALEER
JiE ]

& v X7 AL R OV E
Nz

FhIHFA ) R
PUAEWE
FrIHA L) v
Byl 3

I A ) U

RS

flit=%—FDMEH
DIRTE R T3 ITBIZE L,
PEETHIIWRET 5,
iz, AR vEF
B3 2556 il o
VA BEINT 58%
NHd 5. B HIEE O
MAED ) A 7 %8S
L7284 A EFK|
DWEEMRFTEHI Lo
FT7 ) TR &
DB, SRR
DHEJNEET S &,

1ML A& & oA B
FUda e R E I X
bo 7272l TAEY) ¥
& LT 1 [HE 1500mg
DU IZ S D]
REMED S % 7%, &
(7AE) LTl
i 300mg) T L %

AV=TTF

Tz /) FTT R
4l
rapyruaxy v

%

2 5
M & & o #G 4 ) FURRH]

T HAE I & 5o

JFIE 2 3BV 2 HEHT A O
HH R ICBIT S
A YA VEZEOH
[ N1 % //A [ e
bo

& X LRV E
FIl ASHE PRI B D B
L I R R R 12
T2 AR - BEE
D D B o

A2 A KGR
[

FT7 Y FRE

LIl X %o

BURBOEEIZL 2
LA 6 _E 5 K OV A e
BEIZL 5,

i EZNL]

MmpEfED 2 > ha— )
LT L EOHE
WD 5o

A A v EEEE], F
Ehrob0TERT7Y ¥
WEHEIZ X B,

MEH )7 2AOMETF, A
VAN O EEE, A
MloBursa4 20 v
DEZHRTIZL 5,

Tr= M A VAR VG R
P9 %,
FURME R V£ > IHFEfE 2 o fill B ORI = > b o — v S
HE 5 F IR RS BETSBBLEDYS (DWEDLLIEDND b,
¥59 %,
1. BIER

ROBWER D& b I DD DOT, BEE T2,
EHRRD b NI 2 kT % % EEY) 2 ML = AT

NP
1.1 EXLEEA

1.1 DBIEE (0.1%)

[9.1.1 ZH]

11.1.2 {KIN¥E (6.6%*)

RIHHEIR (I

IR B

L
ES
3

T BRI AR

W HbND I END Do RIMERERAFLD SN2 G113,

Hrzatme SNy 2% C@y 2 iEz

Pt S

f1o2&s 72720,

a-7vayy—LHERN L OHIC L RIEERA D 51
T E i E T RG34 2 ko 7201 [l bmg ~ D %
Mad 20 bEECKS TSI E,[8.1, 8.2, 9.1.2, 9.2,

9.3, 10.2 =]

SR IMBERER & L CHis SN2 8BEETH 5,
11.1.3 FFEEREE (BIEARH)
AST. ALT. y-GTP ®F L\ EFEE 4L TR ED D 5 b

NoHZEDNHBH,[9
1.2 ZOfDEIERA

.3 2]

5% L

0.1~5%#1i

SR

JIE
o

it

R TR,

AR IR (B
ZefER IR, Bl

Vg B B
[PEE NN
SRR, LU
&L IRAL BT
#E & LU

W, S

KR

RolL xiz




5%LL 1 0.1~5%Ai BEAD]

MW, Mg, M| Eo Lo
R, A M-
B, §4%k.
B, HEgG. §
Jb5 9%« NGO R i
MG BUR RN
N GO/
ZEfE R AR
ROt

i Sz S

B A
B . TR
55 R T T

SRR I IR
A, L O
Hm

fHE R — 7.
AST k5. ALT
bH. y-GTP L
5. LDH L5 #
SR PR S X -
UIERL BE,
SIS
I HE AL I
s

W% MR S S
A RE
EEEh. R, R
EEL R
Rk, I
W 1E3ThH ., %
i, BE. IRoL
FIEL 2T M
TP, a9
HEEE. MU
i, AREEIN. 2L
P L5 e
i bS, a2z
Fu—)v kA,
LDL-2 L A7 1
VA b7
V) FEA, R
% L5, CK k&
R Ry VNN

HALZ:

[GRERIED

Hiie %

5

JFF T

L

T B &

I 25

v R LA
BNP Ljf

Z 0

14. BREDZE

14.1 FJIZMFEDOEE

14.1.1 PTP @30 #H1Z PTP ¥ — M2 5H ) L TIRH$ 5 &
IfFET L L, PTP ¥ — hOBEIZ L b, B AR AE
KEBEATIA L, B3I %2 B 2 L CHERRIN 25 0 B 2 5 00HE
EPRTAHIEND D,

14.1.2 RHNLTHFO LIS TR 2 ZE S5 ERET 5720,
K L CTIRHAWTRETH S, $72. KTIRATAZEHTES,

14.1.3 AHNIEZTTORETIE, KEZLTRHLZW &,

16. EMENRE

16.1 MePEE

16.1.1 BE@E%S
BEERABEIZIF 7)) = FALVY S AW 5. 10 KO 20mg
(38) % EERNICHEERRORG L8 &ED | $540.23~0.28
B O IMAE I (Cmax) 1 E L R (Tie) 1389 1.2
EEf Cdh - 720,

HERER NS EIZ BT 5 AEFRG OFEYHE/ T 1 —%

Eiasn Crnax Trax T2
(mg) n (ng/mL) (h) (h)
5 8 650.3 0.28 1.24
10 8 1390.7 0.23 1.19
20 7 2903.2 0.25 1.22
16.1.2 R1E#H%R S
TR AR, 377 = Fh V3w 2Kk 1 H 10mg (58)

Z1H3M. 7 HRAEREIRT Lz & e R LRRE

HRZIZBNT1 R 7 HH TO CLiot/Fy AUCo-inf S U8 AUCo-5 12
HEGENRO LN/, LML, 1 HARSRETHHEOINLS
INT A= F OFIED T 10%REE L DT HTH Y 2D W0%E
FEX D # £ 20%DFPHNIZH A Z & SFFICHEE 32 6 %
WEEZ BNz, 72, Cnax L Vdss 12ITWT NS AT
RO HNT, 7 HMORKERGIZBWT O AREOERAEFEILIT &
AEBL L nEEZ 5N,

TR AR IS B 5 BERIHEG O KGR GO EYEHRE /ST 2

—%

W 5E N Crx | Tmax| Trz| AUCos AUCo-int CLw/F | Vds/F

H (ng/mL)| (h) | (h) |(ng-h/mL) |(ng-h/mL) | (mL/min/kg) | (L/kg)
1HH| 8(1390.7/0.23|1.19 1326 1383 1.73 0.14
7HH| 8 [1557.6/0.28|1.29 1455 1528 1.56 0.14

16.1.3 E£MFEIFEIZEMHER

(RFTUZRNAIDILKIE. IFTUZRHILD I LK
4 OD #&)
BEER ARSI F 7Y = FHL s AP 10mg (OD §i.
K7 LOEIK TR X3 F 2770 = KAV T LK 10mg
($E. KT % ZEfip | BRI S- L7z & D )L
W IZFEETH - 729,

TRERE RN B B 2 22 RS L P R O SR B RE /N T X — 4

(OD $E%& K% L CIRE L7254

. N Crnax AUCo-s Tmax Tz
S| o
s IR | o0 D) | (g b/mL) | () (n)
10mgOD
Ok Lo | 8| 6105 1229 0.50 1.30
10mg 5 28 | 7279 1214 0.50 1.24
(K THRH) ’ : :

Mean (Tumax © H19fH)

N R B4 B 2 IR Nl 5- R O S B RE /ST A — &
(OD $E & K CHRH L 723565

s . Cona AUCos Tonax Tie
FAm R | o0 | g h/mL) | () (h)
10mgOD $i
it 28 | 698.3 1153 0.44 1.34
10mg $
kTR 28 | 767.5 1133 0.50 1.26

Mean (Tumax © H19fH)

(3FJU=KCa-OD#10mg [7V—])

3571 =FCa-0OD# 10mg[ 7V —1 &7 N7 7 A ME 10mg
L OUOAF—=N—=FI2E)ENEN1HE (IFF7)V=FALy
7 AKFIW & LT 10mg) RTINS IS A%, Kb D KUK
7o LHERERES L ciEh I F27) = FigEZHIEL. 551
7o BHE/ ST A — % (AUC. Cmax) 122 T 90%15 HH X [ 3=
W CRRETIRNT 2 4T - 72453, log (0.80) ~log (1.25) AN
TH Y. WHIOAWFE E SR S Y,

K Y $75-

HIENT A= %
AUCo-6 Crnax
(ng - h/mL)| (ng/mL)

BEINT A—F
Tmax T2
(h) (h)

1.287=0.104

3571 =FCa-0OD
#E10mg [ 7V —
7V 7 7 A ME 10mg
(Mean*S.D.)

1276.9+225.9(797.69+195.76{0.588+0.385

20 [1320.3%238.3(835.25%232.99)0.654 £0.485(1.248 £0.141




(ng/mL)

1200 r
Ifi. 1000 o— 3577 = FCa- OD$&10mg[ 7 vV —
% —e— 717 7 A MiEl0mg
3 800 1 Mean £S.D., n=20
a’-
7600
D)
’l: 400
BE 200
0 L L L L
0 1 2 3 4 5 6
$e 55 (h)
K LS. V7 7 A MiE 10mg 13K TS
ST A =5 BENTA—F
n AUCo-6 Crmax Trmax T2
(ng - h/mL)| (ng/mL) (h) (h)
371 =FCa-OD i i
% 10mg [7 Y — | 20 |1222.6+247.1]761.53+160.46|0.429=0.219|1.265+0.086
707 7 A Mg 10mg | 20 [1282.7+206.9(760.04%194.00{0.633+0.338|1.177£0.117
(Mean*S.D.)
(ng/mL)
1000
i 800 —o— 3F 77 = FCa - OD$10mg[ 7 v — |
'75:2‘ —e— L7 7 Z MEl0mg
N Mean =S.D., n=20
F 600
%
Y400
i 200
0
0 1 2 3 4 5 6
e 5 (h)

I AR EENE DN AUC, Crmax 25D /35 2 — & 1&, Wi &R,
R OFREURI B - BRI SR O RBRS MR IZ & - TERA 2 RN D
Z.)O

16.2 RIR

16.2.1 BEORE
FERABYEIZ I F 7 = FA NSy 2K bmg (58) % &k
RO Lz & EED | A ETNIC I LI B IMAE R (Cmax)
DA J O 5 MU R R FE B R (Tomae) OBIEDSFED S0
-5)

R AN BB 2 AE N O EBRES R OSEYTRE ST 2

— %

nk Crnax Tmax Tz AUCo-24
BIRA | 0 (ng/mL) (h) (h) (ng - h/mL)
FEECHT 6 384.9 0.29 1.42 472
£tk 6 143.5 2.08 1.26 444
16.4 X35

TR ABIEIC I F 7)) = FAv s 2k 5. 10 B OF 20mg
($8) % EHEATICH ARG Lz & X ED | 24 BEE F Lo 5=
DRI 54~TA%DIRAPIHE S, 2D E A D7 V7 0 v
SRR HTHY . IF279 = Fid 1%RIETH - 729,

TR N B [MC) I F 7)) = R ALY 2K 11mg
T e EERTICH ARG Lz & SED . P 5.0.5 0N 4 BER
BoMmSERREHIEEICIF 7)) = FEHETHY, 377 = F
DTNV A YBEHEKIIF ) ROH1/3 55 1/6 &0
L e Fax I BR#MIEE 51050720 (HHEAT—%),
IFZYZFHNT Y ARAWIE, v MBI L OTEE T
R s, 7o o VEBERARIEIEICEYRETEEO UGTIA9
BN IA3 LD, B FOF IKIZFIZ CYP2CO 12X D A S
52D in vitroBRERIZ X D RERR I TV 599,
16.5 HEittt

fERER AN B MRS [MC) R F 27 = RV 2k 11mg
T 2 EERT IS RS Lo & D | Ut o 93%I13 R
L R 6% FHICHEIE S 72D (MHEAT— %),

He 5

16.6 HENDEREH I 28E
16.6.1 BiEEEEE

B N REIE 5. BRI T E R OB AR E (377
S RI N DKM GRS 7 LT F= 2T T
AMEIZZ 21 113,75, 37.01 J2 O 3.431mL/min) 123 5277
= NHNT T AR 10mg (88) & FEHN B RS- L 72
X, ZLTF =y 2T T ADETITAE I (Te) X
HELZD, ZOMDOFEEIST A —% (Cmaxs AUCo-int K O
CLow/F) L2V 7F=v 2077 A0, FEaME
DS NG o710, [9.2 SHE]
EREREIE T BRI T X OB A S 2B B RN
NG A—%

| Cos | Toas | Tuz | AUChu Césgf Vds/F
(ng/mL)| (h) (h) |(ng-h/mL) min/kg) (L/kg)

EEREIE R
Cer 28 8 |1275.3| 0.69 | 1.48 1517 1.64 0.16
91mL/min L
BT
Cer %831~ 7 11643.9| 0.29 | 3.22 2132 1.37 0.20
50mL/min
@A EE
Cer 2%
30mL/min BT 8 |764.7| 0.41 | 11.7 1741 1.70 0.86
TENT & FEhh

16.6.2 =&
ElE (65 L) ROIEE#E (20~355) I F 7Y =F
FV T KA 10mg (58) ZEALIRT (540 LAIN) (2 Hlalg
[H#%5- L7 & &, @il T3 Crnax DSIEEEZ 2R TR
57285, FOMDIST A — & T SNl o 7210,
EEE N OB RS 1 BT B A R AR D E A B AE S T X
—%

n Chnax Trmax T2 AUCo-s5

(ng/mL) (h) (h) (ng - h/mL)
i 10 906.6 0.38 1.45 1082.1
e EiE 10 1213.3 0.28 1.35 1148.3

16.7 EYHEEIEA

16.7.1 IFTUZRHILY ) LK DEYENRE IC RIF T HE
RN KR=A, ¥F 7)) & VB, A RV VIERE RO
VEZ)TF ) CBERNM OGS AIF )R
HOV 7 DOKAI OSE BRI 2RI 7 A o 7212710

16.7.2 HrRAEOEMEREICRIFTHE

7)) x ) U3EEE. A MRV I VIERRER SV F ) ST v

V) VR DY ENREIC T I F ) Z R ALY AK

MW DFEEILFED SN o 72131

16.8 Z D1t
IF7Y=FCa-0DESme [ 7V —] &, [EEIEL LR
I LH O A WA A RER A B9 4 > (P24 4E 2 H 29
HEEARAF 02294 10%5) ] IckDo&, IF7Y=FCa- 0D
$El0mg [ 7V — | ZiEsegiF L Lz b &, BB EHIEL <,
R RS & A Te S 7Y,

H 1) RFOKE SN T L HELOCHEE [, AT
FZYZ ANy KM E LT H 10mg # 1 H 3 A
BERCREIOHG T 5. B, BEOREIIS L CEEEET 5.
Thb,

#2) 1H2B VT, AUCos % B < SEMBIAE S5 X — 7 I3E R
FECTH o720

17. ERERECIE

17.1 B RCREMICET 52558

17.1.1 BhiEE ENH_E5RERHR
BEFEZOARTIE o RMME DT > bO— V2555w 314 6
O 2 WHERIREE Z R RIZ, IF 7= RA T LK 1 6
10mg % 1 H 3 mHEREmr 12 ARG L. I F27)=F
HV Ty LKA O BB 5L, BERRSEM IERRE 22 L D RER]
79.4%. Fx5-BAGEED HbAle (JDS) (Mean*S.D.) 7.47%0.96%
THo7zo WAFHIEFO HbAle (JDS) 02 bEiL, 7T b REE



+0.21%0.66% 26 L. I F 7 = RN skMpET
12-0.44%0.75%CTH V) . HiEmENED SNz (p <0.001. t
WE) o BIEM (BRARGER) oFHEIA IR, 79 B REED 22.5%
(23/102 1) 126 L. I F 7= FHI Ty AKAMPYEETIX
23.5% (24/102 1) TH -7z BIVEH (EREAE) OB EE
X, 7T EREED 14.9% (15/101 B1) 23 L. I F7U=F%
V¥ SKHIIEETIE 25.7% (26/101 B) Ta - 720 IRIMBEAE
ROFEHEE L, 7SR D 2.9% (3/10261) xL. IF
TN Z R AKFIEETIE 2.0% (2/10261) T -7=9,
17.1.2 Byis REIREHR

FE#HGRBETIE, I F27) = KA )by 7 2Kk 1 A 10mg
(5mg F 721 20mg |2k ATAE) % 1 0 3 [al, 52 BEEO%T L
72 o WAL FEAMEF o HbAle (JDS) % 1b# (Mean=S.D.)
X, -0.48%0.97%CH - 720 BIEM (BAEAEIR) . BITEH (R
WA ) K ORI IR O FEH B A1x . E 20 27.5% (98/356
Bl). 22.0% (78/354 %) % 1r9.8% (35/356 i) T - 7210,
17.1.3 a-7 a2 4 —CHREHGAEE F1/IH_E5HKL
EFFREIINATRZ Y R—=2 (1 [0.2mg) HAHNZ X 53k
HICE ) TaniiiED y o — U aE S T Ze v 385 Bl 2
T PR R (BF F%5- Gk HbAle (JDS) (Mean+=S.D.)
7.10£0.47%) ZRRIC, KTV KR—=20.2mgllIF 7Y =K%
WV LKA 1 H] 5Smg X id 10mg # EFed LC 1 H 3 mEa
R 12 AR S L 72D, &I o HbAle (JDS) D%
fbiid, K27 R— ZAHMEE-0.02+0.36%IK L, IF27Y =
R 71V 2k A1 10mg §FFEET-0.64+0.46%. Smg ff
T-0.44+0.43% & FHIHFIEKT LA (WFid p <0.001. 4
BT o BIVER (RIRSEIR) OZEHEIAI1E, K27 K— 2 Hh
FED 14.6% (13/89B1) IZh L. I F 271U = KH N 2k
10mg BEHIEET 22.5% (23/10261). I F 27V = FHN v LK
¥ 5mg PRIHEET 13.2% (12/91 #1) THh o720 BIEM (B
) OFBE G, K7 ) K— 2 Hp#ED 13.5% (12/89 #i)
WLy 3770 = FAvyy KW 10mg 0T 15.8%
(16/101 f81) . 3 F 27V = AV > ™ 27KH1W 5me PEHEET 8.8%
(8/91 Bl) T 7o ERIBHEIRDFHEI X, K7D FK— A
MEED 1.1% (1/89 %) 12k L. 3527 = FAb v 2K
10mg BEHI#EC6.9% (7/102%1). IF 270U = KA 7 LkHI
W 5mg BT 3.3% (3/9161) THh 7217, [10.2 BH]
17.1.4 a-7)a> 5 —EHEXGREE REHRABEAR

2 BRI RS 161 BIlZ, KU R—ALIFFZUVZFRALT Y
LKA 1 ] 5mg i3 10mg. 1 H 3 BICRIC# G- 2 BtE L. 52
PRS- LD R #GEEMiE o HbAle (JDS) ZAb=
(Mean*=S.D.) &, I F 27U = KA oK% 10mg Bt
FET-0.48+0.62%. I F 71 = A7 AKFIY 5mg B HE
T-0.20£0.62%TH > 720 BIEH (FREIER) O E A1,
SF 7Y RAIVY kY 10mg BT 30.7% (27/88
Bl IF27) = BV LK) bmg B I #EC 24.7% (18/73
Bl) Thotzo BIVEH (ERGEME) OB, 35770 =
RV 27K 10mg BFFHEET 21.6% (19/88 1), 2 F271)
= ANV Yy 2K 5mg BEH#ET 13.7% (10/73 B1) TH -
720 ARIMMBESERDOFEBEEGIZ. I F 27U RV 2K
10mg PFHIET 10.2% (9/88 Bl). I F 277 1) = KAV w7 LKAl
W 5mg PHHEET 2.7% (2/7361) THh 7219, [10.2 ]
17.1.5 F7IVUI O REHGAEEL 1/ IH_E5HRIEEHER
AHRIEIIMATE L 7Y ¥ VRO A T4 %
M > b= VA5 TV 381 Bl 2 T RREE (6
G- BGEE O HbAle (JDS) (Mean=S.D.) 7.51%0.69%) %
WEIZ, A7) & HERRE 15mg Xid 30mg I3 F 27 ) = F
AV LKA 1 Al 5mg. 10mg i3 7t R% EFEE LTI
H 3 M4 EE AT 16 BRI S L 725D, i@ s Mk o HbAlc
(JDS) OZAbEIE, ¥ 7 ) ¥V o ERRIEEMEE-0.0220.60%
L. SF 7Y ATy A KW 10mg B B B
T-0.67+0.59%. 5mg fFFARET-0.45+0.77% & ICHEIET
L7z (W d p <0.001. 850 BIVER (BEERAER) @
FEHEGIE, EX 70 5 VIRRREEMEED 15.7% (20/127 B1)
WAL, 357270 FAy 2K 10mg BEAHEET 18.1%
(23/127 1), I F 7V = KAV LK 5me BEA#ET
15.0% (19/127 1) CTH -7z BIEM (BRI OBE S

. EA 7 & R AR o 11.8% (15/127 Bl) 12xf L.
IFTYZRAV Yy LKA 10mg BEHET 16.7% (21/126
Bl), 3F 79 FA NV AR 5mg B F T 16.0%
(207125 B1) T > 720 KRIBEAERDFEEHEIGIX, EF 7Y 5
CYRERIEHARTE D 2.4% (3/12761) 1Zxf L, S F VKA
¥ K KA 10mg PRIBEET 3.9% (5/127 %)), 35727 =F%
Vo K RFIY Smg BEFBET 2.4% (3/127 ) Ta - 7219,
[10.2 &]

17.1.6 F7 V)DL RERGREE RPGARSHR

2 RIMERR G 171002, ¥ 7Y & v EERIEE I F 7)) = F
AN 2K 1A 10mg. 1 A 3\ 5 & 103%5- % Bta L.
52 B PG L 7o B HEHMIRE @ HbAle (JDS) Z1b=
(Mean*S.D.) 13-0.760.75%TdH - 720 EIIEM (FEAREK) |
FIER (ERARAASAE) K ORI ER O FEBE AL, 2heh
41.5% (71/171 1), 33.9% (58/171 #1) K ¥ 12.3% (21/171
Bl) THo7-0, [10.2 2]

17.1.7 EJ7F 4 NREZIGRAEEX (S DPP-4 FHERIGAEE

REGFRAR SR

FHRREIIMA T, 77 F A4 FRIEH AL DPP-4 FLEH
HAZ X 238 L) Tzl a >y va— v s n T
W 135 B> 2 BIBEIR IR E (€277 F 1 FRIEHIPER T : 68
B (6 % 5 B 4G 1 o HbAle (JDS) (Mean=S.D.) :
7.11%£0.64%) . DPP-4 FEHRIGF T 67 61 (BEHIF5-BIfEE O
HbAlc (JDS) : 7.08%0.53%)) ZXRIZ, ¥ 77 F A FR¥H|
Wi DPP4HEH L I F 7Y = FA LS 2K 1 1 10mg.
1 H 3EA» OR8G5 2 tG L. 52 ARG Lz, &5 28
RO 5 52 0 HbAle (JDS) oZ &z, ¥ 7/ 7+ A F&
A G T TZENZN-0.33%£0.59% )% 1°-0.28 £0.61%. DPP-4
BHLZ 51 0 I 3 C 2 L2 1-0.46 20.53% 2 1°-0.44£0.67% T &
D WINOBHREICB W TLZE L7z HbAle (JDS) OUGED
MR E NI RWERORBIEI G, ¥ 7T F 4 FREHDEHRER
U DPP-4 [HEHI BB TE N2 5.8% (4/69 1) KT8 6.0%
(4/67 B1) Td o720 EIMBFEIROIEHE AL, €7 7H A PR
SEHIOF I N O° DPP-4 JEHIBEHBECE N2 2.9% (2/69 1)
T8 3.0% (2/67 #l) Ta-7:20, [10.2 2]

17.2 HERTHAES
17.2.1 1 >R D BEIGREE (B&

SE1RERPRAER)
SRR 2 C L BRI 1 o A o I e L e
YA CEFEROMAERTIEE LA (YT F 1 FRIEH,
DPP-4 [HES Vi ¢ -7/ Va3 ¥ — VHES  AEIIEL) o
BERFEICE D Mo > PO — U255 N CTwn v 178
Bl 2 BURE R G B E (B 3% 5 B A6 I o HbAle (NGSP)
(Mean=S.D.) 8.50+0.75%. 1 » A1) »EH D 1 HIE5-& 4
FERAE 40 HALLUTF) ZXf&I2, 357270 = FA vy LKA
110 10mg Xi& 75 A% 1 0 3 B4R 16 BT 5 L
720 BHEEAHiE o HbAle (NGSP) O ZAL&EIE., 7T & Kt
+0.05=1.04% 2% L. I F 270 = FAL T LKk E
T-0.610.87% & HERIET A0 517z (p < 0.001. t HE) o
BT OFSBEGIE. 792 RHED 6.7% (4/6061) 12k L. 3
FZ) = R AN ARAWEETIE 11.0% (13/118 61) THh >
7o AIMBERER D ZEBIE S, 75 L RKEED 3.3% (2/60 #) 12
L. TFZ)ZRH Ty ARMPETIX 9.3% (11/118 #i)
ThHo722,

F72. 16 A OG- 0552 T L2tk 175 BloEBEEHIZ, 35
V= RANT LK 52 8 F TRk S L7z ke
PG WG O HbAle (NGSP) 2 bE 1L, 16 8 F Toks-
BRI T T L RORETIE-0.7020.87%. IF 7)== FHL ™
2K DRETIE-0.42+0.95% T > 720 52 3 £ TOI5HIR
L IFZ) = FAVY Y LKA SEEORIER (&) kO
AR D FEBLEI A1, 17.7% (31/175 B1) KO8 14.3% (25/175
Bl) THo72, [10.2 K]

D AROKBENTVL ER ARG EFE, RAIZE I
TV RAN Ty LR E LT 10mg 2 1 H 3 BER
BRI G 50 b, BEOREIZG U CEEEETYT %]
‘(“%ZQ)O



18. ZExhIKIP
18.1 1EAHF
STV KAV LKL, BE B IO AV = VK
ZEAEANOREE LT, ATP B2 KYF v v (Kare 7 v
PV) BREMEST L EICE), A V2 VO EIRET S
(in vitro) 20,
18.2 Im¥E_EFIEI1ER
18.2.1 2 MRS 20 2BV T, ZEFEKRZ 0 A+ — 3=k
FHOC, BERGREY 7o 377U = FA V7 LKA
W 10mg #5112 & ) BHRFEH O A > 2 VEIswm e S,
IR - AT S 7220
18.2.2 AML T N MY UBEBEIRIFETIVT v MIIF 7Y =
RAN T 2K AR ORST 5 & #sEo 1 >~ 21) Vo5
PEAEMER IS & 0 VRETEHE OB R o I A 258 if S, B
T AD MR 27V T — AYEEE — R AR NIRRT L7 (n

vivo) 229,

19. FIRHCET 2E{EZHFER

— g% I F ) = KAV LKA

(Mitiglinide Calcium Hydrate)
fE

H
Hl E N COz” Ca2+-2H20
o H (—<: :>
2

73T\ CssHagCaN206 - 2H20
5 Fa 704,91
1b4%44 : Monocalcium bis {(25) -2-benzyl-4- [(3aR7aS) -

octahydroisoindol-2-yl] -4-oxobutanoate} dihydrate
R BEoBRETH DL,

AF = VIFT s 7 —)v (99.5) IZHETFRT <. KIS

BT v,
K IEATRD LD,

20. BRWV EDEE
20.1 RHIOF B, BRI X D FHIREPES5 D2 END 5o
20.2 FERITRAE M TRIFT S 2 L,

22. B

(3F4JY=FKCa-OD#E5mg [7V—])
100 $2 [10§8 (PTP) x10. Al A D 1, 500 %2 [104E (PTP)
x50, HZEEAIAD ]

(3F5JY=KCa-ODfE10mg [7V—])
100 #& [10 & (PTP) x10. ¥ZJEFHIA D I, 500 & [10 & (PTP)
x50, FZEEFIA D ]
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