* 202445 H 4GT (BR2hR)
202349 A 3T

BF &R
AR - 34

R8RS EF
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BAERA KRIUKR—RE

INTUIR— 88 0.2 254
INTUIR—2 52 0.3 545

VOGLIBOSE Tablets

BAEERLSEES
873969
0. 2mg 0. 3mg
RKEAES | 22500AMX00681000 | 22500AMX00682000
AR5 RAMA 200547 A

H) EE-EMEOLGEICIVEMRTLZ L

1L EE (ROBEICEEBEELGELNIE)

21 HIEY b — A, BERRMESEESUIATSED B [k
VA VAV N X DR RS IBED R IENLIEE R DDT
AAN OB H- 1T S 720, ]

2.0 ESERRYLE, PR, EERIMEOHDEBE [ R
VESHC X 2 MBEEENEEND O TARBOE G 13HE S e
AN

2.3 RAOFRTIZRT B IBBE OB O & 5 B

3. 4R - MR

3.1 #8R%

Wiz K7V R— R EE RV R—AGE
e 0.2mg [#5Hk] 0.3mg [#Hk)
B HRARZ U R—2 ARRZ U R—=
(18EH) 0. 2mg 0. 3mg

HEAFY, FUEra TSy B Rrxv S

WIH (merterm—R ANV ATT VB~ TRy

YN

3.7 BHIOHER
. R Y R A G RY Y R A
- 0.2mg T4k) 0.3mg [#5HK)
ballblZ FECYNUES 7 FbE
& HE~HEAA e~ A
A ¢ = a

B (mm) 7.1 8.1

J& & (mm) 2.5 3.0

B (mg) 130 200

HAl=— R PH313 PH314

4. ThREX [EZh R

OHERROBRBOENNE

(EL. RERE - EBRZZToTVWSBETHALHR
ARLAGVES. REFEERE - EFREICMA TROMME
BTHRELIEA VDR VRFAEZERA LTV SBETTHIEH
ERELShBWNESIZES)
O #ERERBICH 11 5 1BBERBDORIEMH (520. ImgDH)
(EL. RERE - EBRZET AT oTIHESALGW
ERIZR3)

5. SIEE XS RICBIET 5FE
(GheEHE)

5.1 AFN O HILD 572> U O FERRIFE A HR K OV bR 7 % 58 I 0 1&
ARTHHREFHE, EIHFELEEZ DT 9 X THERNA+
FIRGARICIRY BETHZ L,

(FERBEDREZBMEDNE)

5.2 BERIFIRIRDEARTH 2 BFHE « EIHREOHLEZIT-o TV
LRE T, BEOBOR% MR M EIZ200mg/dLEL k%R
THEIZR D,

5.3 AL, EBRIEICINZ TR O MR TSI A v A Y v
AN ZMHEH LTV 5B Tk, B 5 0B o228 W ffEE
140mg/dLUA L& B LT 5,

(THHEEERBICH T I I1RBRBEOREMNF (£20. ImgDH))

5.4 AR oML, WHERER R (Z2RERFIAE A3 126mg/dLA 5>
75gi% 0 7 R o AT AR ER o M BF2 R R 73 140~199mg /dL) &
WK S 3L, BEIRISHIEMSI O AR TH 2 AL - EEELEE
3~6x AT ChbeFEINT ., Mo®mIMIERE, JFEREE
&MY ZUtRY FMGE, {KHDL= L 2T 1o — VMGESE) . IR
(Body Mass Index : BMI 25kg/m2LL I) . 28%5 LI O BERIFF
BRREONTNNERTLHEIRET D &,

b. BERUVAE

(BERHEORZBMPEDOHE)

WHE. RAZIERZ U R—2 L LTLE0. 2mg4 1 H 3[al {5 £ BT
RO 5, 2k, RATSRGAEICIE, BRE I
BELNHIEEZ0. 3ngE THETHZENTE D,
(THHEEERFBICH (T2 IR ERBEOREMNS (520. 2 mgDH))
WH L AR Z U R — 2 & L C1E0. 2mg% 1 H 3[04 £ Al
IR OEET 5,

1. BERUBEICEET 318
mlE Tk, KHE Bl 1EE0. Img) MO &5 E2BAT 5
e bio, MpHE L OVEILEHEROBBUCERE T 570 &, R
EHoICBE LN o ERICEE T AL, [9.8, 11.1.1,
11. 1. 28]

. EELEARNEER
(She3aE)

8.1 AANIRMAFIER AL = Z LR H DD T, PERIFHRE T
MBERE JL 5 2 A9 5 H Tk AR ILBSE R K OV s i 5 7RI
WCH4amiaT 5 2 8, [11. 1. 1518]

8.2 BATEE. ABNHOERSICHESE L Q2B RIFBE U
PERERE 2 AT OHICEET D EEICIERT DI L,
[11. 1. 1BH]

(BREORZBMEDOHE)

8.3 AL L, ML EMOICHRET S & & bic, Rz +

SCBE L, B EMRGEOVNBEMICOWTHEE A2 2 &,
AFNZ2~35 H#H L THRGIMEECHT D0 RN R4 708
G (FR M AE © &% M2 R A3200mg /dLUL Fiz = > b —
LTERWRE) IZE, LV#EYEEZEXONIERE~ODEREE
ERTH L,
B, BEBEMEO Sy e — (BRI CR%MmbE2
BERIME 23 160mg/dLELTF) 235 54, BdgE - EERE T2
BT TR O MBS TARE LIi3A v 2D U2 AT 250
BTy LW SN D EAITE, AR O G 2 iR L CRIEE
BEITHOZ L,

(THFEEERBICH T I IRBRBEOREMNS (§20. ImgDH))

8.4 AFIOEERMGHIZ, 1~3» AE% B2 ZEIERE M bE, RERE
MBE, HbAlcSs ORE(CHBIERA Kk OMREME 2 Eiid 5 & &
HiT, 6~124 HiE% BRIZT5gfR 07 RN o AT SR & £l L
THICRBBIZR L, FICB SO LEEICHET D 2 L,
Fio. MbEEME (R, 75gkk 0 7 K o fE & frskER o i
PEOFEWIfE) CHERFMEIM A v AV R WRTHEE2 T 58
BIE, BERIFRIEY 27 BEL< b L OWERHHDOT, +
DIBREITY Z L, Tk, 2BUBEIRE &2 S NG A I
WY EBEX BNDIBRE~DEREBETH L, o, KAIE
GBRAE T ERE S A UGE L. RFEE - EERE oA T
oy EHIET SN DA, AAIOBE & Wik U ORI B E R
EEIC L BB ZITY 2 &,



L HEDERZETSIBREICEHTSIIE

8.1 &8HE - MEEEOHIE8E

9. 1.1 FEFHOBREXRIIERAEOREFOHHBE
BN T AN X0 IGBHERBH LT 0,
fR]

12 GHE - RIREEE - -BURERDOES
AAIOERIZ L VIFENE(LT D2 E08D D,
9.1.3 AT LA FERE. BEEOANIL=T. XBEOME - &%
EJ0)-

BT ZAEOHIN XV ERPEBALT D2 0 b D,

.1 BREEESRE

2 EELBEREOHSEE

REHREEN AT 2 Z & Wb 5 72 8 MU E HELR AN K& < 21k
THIBZENNRD D,

.3 FFREREESE

O BEELCHEEOHEBE
REHREENZAL T2 Z &L N 5 72 MAFE FR LA K& < 21k
ToHRBENRH D, £z, EERFHEEHF T, &7 =71
JENHEE UG EZ LS 2 035D, [11. 1L 45HR]

9.5 1FHF

TEIE SUTIENR LT 5 a[REMED & B o ME 13769 Lo 38 tEns
fakatt %z B2 S MM SN2 GEICOREETH &,

9.6 REL%

RIR EOFRMER ORI RBEORFMEZEE L, IOk X
ik ERET S 2L, BB (F > b)) T, BEMOREE
WAL OIMFNER T2 It EAEOIHIC L 2 L E2X oD HA

[11.1.2%

(-}

(-

(-}

w o

IROEFEDHIMINEIR D HTNED 2

9.7 IhMRZ%

NG L LT BRRRBRIT IEHE L T,

9.8 =EE

AR E A TR REME T L T2, [7. 3]

10. HE{EH

10.2 BFREE (BFRICEET S L)

AJVR= AT IR
ZMONALR =)L
7 LT R IEA

v 77 A KR¥E
#il

E g
A AU RPE
LAl

[11.1. 1BH]

A=y U7 REA|
LOFR L7ZBRC, K
MAEFEBLOME 2 &
LT, EFLERA L
OO, (K
PEFBLO A Ret & &
L., KAErLE
HEBET 57 EE
mICEETH L,

AN BRAEIR - HYETE | BRF - faBRE T
PR3 3 A LAY U ROAIL | FEFOERR R A 3K o M

BlERE TR AHA O
B PSR AE 1 23
b s,

BRI KX O
IfpERE VR 2 1458
SOEIEE T 5 HAl &
PERAL WS84
BEPR I 3R o M bE
B SR % HE58
5 HEA|
B —HE T Al
U FILEEFA]
£ 7 2 UL
P 5 .55 41
7477 —r%
DR g MAE TR
ball
U7y
BE IR I 3 o i
M TR % 80559
5 HEA|
T RLFY v
I B AR L
N
FRR A L2

K

=F

RO A 8
WARAKZ GRS 25
BT, BERIE AR
O ForEgizE
HWOMAIERCER
5L BT, AA
D HEE RS A
Wbz Eicks
A HEET D
ze&,

FEFERANT L0 o>
PR IF P SR 0D i b e
IR 23 B BR Sk
FEhsd &AL,
AF D PR WML ST
TER D S,

11. Bl{EA
WORERNRH LMD ENHDHDT, BIEETHITITV,
FEMPBO NG 2T 2 7 Y 2R E 21T
5z &,

1.1 EX%GEIER

1111 {EinE (o RBHEKE OPEFHOBE0. 1~5%Ki, OF
U722 WA AR
AFNT ZHHOMEAL - WIRZ BIET 5 DT, R R 2380
NS AITIEY a TR 7 R ua&RE54 57 Sl
WiE %475 Z &, [7., 8.1, 8.2, 10.2& /]

11.1.2 BREAE (EERE)

JEERAEN . B, MURBINESE RN H bbh, BN Ao
Yo, BHERLLDNDZ 0B D, BEE ATV, £
e HHERR . WML DR N H b b a1 ik b 2 dhik
L., @YREE2ITH> 2 &, [7.. 9. 1. 1ZH]

11.1.3 BIERFR. EELGFBERE. 8 GEERH)
BIRERFZE, AST. ALTO EF-55% 0 5 EEE e IR aeREE
HobhdZ Enb 5D,

1114 BEEEZESE7VE-7IEE GEE )
BEERIHAGIC RS LI2GE . EREZ2E LTET VT
ST MIESHE L, BH#EEEES 2 nH 0T, PEEIRD
EEFDICEERL, REREOONTEEAICTE LI 2
1425z L, [9.3. 150]

1.7 #0ODEIER

P

5%LAE | 0. 1~5%ARGM | 0. 1%A | AR

(RIS N
R L
5y & 9 ha
K&

T AT
iz
12 K
i

W, G, I8
. THEL, ARk
IR, ol TR
M. e, 1
8

HbE

EEUE ¥E. T
PR NI

MRS BOAE

Tl AST. ALT. LDH,
v —-GTP, Al-P®D

etz

ODEN . S
SO N
IR

i /0> B I

N

Rt s R

WEUE BRI

2

JIIRTE3 =iy

Lo, B %
OYEHE, RN
A, AFTH,
BER. B
B BHY DL
e, M7 3
7 —%¥ k&,
HDL= L A 7
oL, %

T Dff

T, BiE

14 BRALDEE
14.1 ERZHBROEE

PTPEIEE D IAKNIPTP Y — M B H L CIRAT 2 & 9 a4
52k, PTPY— R ORMRIZ L 0 6430 A A G I~
AL, BITIFZEALE B 2 U CHERRIRZE S 0 HEE 7o 6 OHE 2 58
THZERDH D,

16. E¥EEE

16.1 mrhiEeEs

16. 1.1 BEEEES

TEER A ST (104) 122mg® 2 HaHE L= 54 .
RZ U R—A IR &),

MAEHIZ



16. 1.2 RE®RE
R A B+ (644) (21180, 2mgl H3[E], 7HMNE®RS L=
A, MIEPICR 7Y R— 23 Sy,
16.3 &%
F v Mo [UC] R YR —R1mg/kgilafE 5 L 7= 3Bk CHE &
OFLHHF~DOBITHRRD LTV DY,
16. 5 HEitt
16.5.1 R A BT (644) IC1EI0. 2mgl H3[E, 7HRBKERYS
L7=8E. RPICRZ Y R— 23 Enpny,
16.5.2 7 v bz [Mc] A7V R—Almg/kgHi A5 L 7= T
PR, EA~OPERIZZNENKIS%, 985 TH DY,
) AR I TV DARFOHER O EE T1[H0. 2mg% 1 A 3[A
BREANCE DS 5, FERFO /%IR8 E TIX
1B &%0. 3mgE CHET DI ENTE D, ] THD,

17. BRER AR
1.1 FOERURLHEICET 58
(FERBEDREZBMEDHRE)
17.1.1 EAE D - MERER

A AV IERAFRGE R R B B RIS, 1RO, bmg & B L7z
THEMREESTRRBO/BERE, RV R —20F AERRED 5
LT B 6

Flo, BFEFIEOLDEFOH I BT, A 2 ) L HHFI 6
FD 10 % 2R O RS TAIE A IO~ O BEICRB W TG
BHBMPEOLEZYO LT HAAUERRBDOONLTND, &5
2, BRI ERR CEHRGHEKTL A) TIEROFHED
MRS, ZE LMD ho—ARNE5N TN S0 ~20
e, ERAREARBE R L . AROREIER (BUmsgim,
Mz, TR OVRAESS) 13, SRELE ISR R 2 RICEE o
O - BEEZIESS LD ThHDHEEZBND,

(THIERER B (265 1+ 5 1RV PER IR O SN HI)

17.1. 2 EREIREER

MHEERER W 28 L, 2omilEiE, @mAFmE, W (Body
Mass Index : BMI 25kg/m?LA L) 3 D VWM 2SHEELIN O FERIFFH
BRREOWTNEA T HEZXRIC, BFRE - EERIEIDN
Z C1IE0. 2mg % 1 B 3[EII G L7z “H e Rk (CE¥& 5 H
$336. 7254 0H W) OFER. EKEFHMRE S 31T 5 2R0pE IR
RBATHISIL, A7V AR —ARERET50/8976], 77 AREET
106/881% T 5,
FIRRBEICKTHR T Y R — A BEEHEO Y — N (il
O5%IZHE X RT) 1£0.595 (0.4334-0.8177) TH5 (Ehln s
v RUE  p=0.0014) 2. 22,

7ok, 2BUBEIRIBRHEBITRIIRDO LBV TH D,

2TUBEIR P BB AT R
P 5B R4S B AR $ 5. BRAA963H R s
KTV R—2A 2.6% 4.8%
5 (1.53—3.68) (3.13—6. 44)
ey e 7.0% 13.2%
77 AR (5.23—8.73) (10. 59—15. 85)
() PUIETHEEI95 %15 HE X
AR E TCORBRTIZ, 1HO0. 6mgZ # 5 L7-9514H 4524

(47.5%) ICEEHRRAEMO R 2 ELRIERARRD b T3,
FEaRIER TS (17.4%) . MEEE (13.1%) . THi
(12. 0%) Z&TdH-7=2),

18. FExhFE

18. 1 fERAHERF

18. 1.1 A7 VR —2F, IBEICR T RED D B~/
A ) THHEKIREEE (- Vo v X —F) ZLEL, HE
OMAL « MU A BIESE D Z EICX Y BREOBMEZ kET
524)~31)O

18.1.2 72 /h\pHask~n 2 —¥ L X7 T =Bz LTT v
A=A X ZNZIR2005 R OBV LEEREZ T~ L, Ty
GV —BROAR 7 7 —BREE LT ENT I
JLIR— ZDKI27015% K 190/ T 5 (in vitro), —F7 Z# I
a-7 7 =BT DFEMIT I AR —ADHKI/3,000T
»Y (in vitro), E¥Z v MIROEL LZGE, B-7v=
VHE =BT L CRBEREZ RS20 (in vivo),

18.1.3 v MEGHEKD RS F—8-A V2L X —BDOEAEKD
TR AREESE ISR T D B ERE U AT T H 52 (in
vitro),

18.2 m¥E EFFIER

18.2.1 EH T v MRS LZHEAE. T, v~V b—2 K
QA7 v —AAM%O M L2508, Zrva—x, 7
NI R —=AROT 7 b— A ANk O M EFICK LTI ER T
B 52 (in vivo),

18. 2.2 fEEERANIC A7 0 — A AT EITWIFRKEN A 2 HIE L
722 A A7V AR—AOEKRHAREIZIT 5 M S mEifEH
T B O BB 43 A 72 43 SR AN S < OREFEL O W8 2 W N PR
L. TORRLE L TCOWRIGRIEIC L D2 b0 EHEESN D),

18. 3 £MEMHRIEFERER
(RZ7 Y R— A §E0. 2mg THHK])

A7 U R —AFEO. 2mg [HFR) & XA R $E0. 2%, 7 B A —
NR—iBlz kv ZznEn3gE (RZ7UR—2 L LTO.6mg) Bk
BN FICHERER OG- L%, A7 n—XAMIIEBIT5
MmBEE OB ZHE L, SO MEE T XA —%
(AUC, Cmax) (2 DWW THEFHIRNT 217 o 7ok 5. M 0 AW/

[FIAEPE A HERR S 7232,
) AAOKRBENZIEHAEIZRZ ) A—2 L LTO0.3mgE T
Tbh D,
HERT A—H
AUCo-4 Cmax
(mg-hr/dL) (mg/dL)
KTV R—A§E
367.81+36.3 119.3£20. 2
0.2mg Ak
NS A BEO. 2 368.5141.3 122.4+20.9
(Mean=*S.D.,n=32)
(me/ L) o EAFES
—@— RTYR—R§20.2mel B HK |
wl O RAR4£0.2

Mean£S.D., n=32

0 1 2 3 4

B 5% OBE ()
MBI ONCAUC, CmaxZED /8T A — &%, WeBRE ORI, (K
WROBMUEIEL - RS ORRSEMFIC L - TR L AREEN S
2,
(RZ') R— 2 §E0. 3mg [H54K])
RV AR— 2520, 3mg TAIK] &_A 2 EE0. 3%, 7 n A4 —
N—{EIc kv ZhEn3gE (R7 )R- L LTO0.9mg) ) ek
AT IR EEROZG Lk, A7 a—R2AMICBITS
B ORI HER 2 JE L, B o 7 2 —#
(AUC, Cmax) IZ DN THEGHIRAT 24T o 7o . WAl o A7

[FIZEPE A HERR S 7232,
) AFOARB S NZIEHEIIRZ VAR —A L L7TO.3mgE T
Thd,
HERT A—H
AUCo-2 Cmax
(mg-hr/dL) (mg/dL)
R R—AE
+ +
0. 3mg T#H ) 198.4+£31.8 124.7£20.3
A A EE0. 3 197.6+35.9 123.8+25.8

(Mean=S. D., n=20)



(mg/dL) - FEFIFR S
160 —@— R R—REE0.3mel 25 HK |
——————— O AR §E0.3

A Mean=+S.D., n=20

0 05 | 15 2
B5 % OBR(hr)

IEEE N ONTAUC, CmaxSF D /3T A — 2 (%, HERF OZIR, 1K
DRI EIHL - R 55 ORREAF I L - TERAR D FREMIEN S

Do

19. HIE S I T 2B R
—f%4 : A7 VAR —A (Voglibose)
b4 : 3, 4-Dideoxy—4-[2-hydroxy-1- (hydroxymethyl) -

ethylamino] -2-C - (hydroxymethyl) -D-epi —inositol

4312 1 CroHz1NO7
-5 267.28
PR BRORESESUIFEREEOmETH B,

AKITHED THTRLY < Bifig (100) (ST R09<
AB )= MTERTFIZ K, =4 7 =/ (99.5) ITHiD)

THETFIZ W,
0. Imol/LYGEEFRIRICIR T D,
LS

Bl : 163~168°C

1. a%

(RT Y R—Z 0. 2mg T2
100%E [108E (PTP) X 10]
(R R—REE0. Img T&HHI
1008 [1082 (PTP) X10]
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22) MHFERESE T 2 o6t 5e & L 72 2B PR FEIE BRI SR (N a A

#E - ODEE : 20094510 A 16 HAAGE, HiEEFMEE2.7.6.2)

23) MFERER T ISR T DR RBROGEHS (A A8 - 0D

B2 : 20094E10 7 16 H/KGRR, HIREGHHLEE2.7. 4. 2)
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)

)
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Fa—V U AT 4 ARG R
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&Uiﬁ%ﬁ%{f%Jﬂ\ AT THWFESNRVHEI
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HECER T 256, RBEN LOoRWE U To LBy &3

5T &,

L. MHRERESLE (ZEREMEMBE A3 126mg/dLAT 23D T5ekk N7 K

#;a‘ﬁ@ﬁtfﬁ@mfgzuﬁcﬁaﬂﬁﬁi14o~199mg/dL)
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61 AfMATo ChsFINT., poRmMERE,. FEREE
(& MY ZU®Y FiffE, KHDL2 L AT v — LIJESE) @

WP E BB L L THET 2BREFE ML LT 8A1C

Ry, RBEH N2 DL T 5,
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FLg &OpIT L 7o AR L

CEIWT L72fEH B & ZDRER) | ﬁ${§{£&@i§@%§?ﬁ%3
~65 AT > TheEs o7z B KOs i HERE U3

HEFEOLWA & iLflid 5,
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