* 20234F 11 HelaT GE1M)

o e ot e BXEEERSEES
Caes 00 RGBIWREE
BAERA KIUK—IE
st GRIVUiR=22:0.2mg YDA
MIVUR=X0.3mg ¥4 - -

VOGLIBOSE Tablets [SAWAI]

) ER - EMSEOMT L)V HHTsZ L

2. ZER(ROEEICIFZRS LBV E)

2.1 WIES b — 3 A AESRIR I SV BRI o0 R [
A YA 2 X BHERD L m O RIEDSULEE %2 b D
TARFOPEG L S %0, ]

2.2 WIEEYE. FTHItE, EERIMEOD L EHIA 2 A1) v
TESTIZ X B A EESL F N L O TRAOHE G138 S 22w, ]

2.3 KEDOBANHRT 5 MBUEDBEERE DO H 5 BH

3. AL - IR

3.1 #HR%
0 K7 R — A$20. 2mg K7 R — 2520 .3mg
i T4 4] 474 |
AR HREARZ) K==
[1§Er] 0.2mg ‘ 0.3mg
i AFTT) YEEMg, byEOITFYT Y A e ok
21551/ R R

v7uae)bte)ia—A

3.2 HEIDMIK
o K7 R — 2520 2mg K7 R — 2520 3mg
" (471 (474 ]
P @ — —
# OB EEYNVES S ES 4
(RN i~

4% (mm) 7.0 8.0

J & (mm) 2.4 2.7

E & (mg) #5115 #9170

Akl — F SW VG2 SW VG3

4. FHEEXIFHIRE
($€0.2mg. 0.3mg)
OfEFRMmO R BINEDIE
(L. BEEE - BEEEZTOCLSEETTOIER
RhBESNEVES. XEIBREEL - E@EECMXTRO
MFEFETAEELL [0 VAU VERIZFER LTS EETT
PIENRDBESNIFEWSSICES)
(#£0.2mg)
OTi¥ERERE (C 3 (T % 2BUHERR R D FEAEINH|
(L. BEEE - BEEEZT2ICITo THRESING
WSSITERES)

5. MEEREHRICEHET B:E=

GhgeE)

5.1 KA OB XD & 2> U OBERIF G B OB R FSAE TP 0 F&
K CTh L ERRDL, EBRLEE 1572729 2 THEIAT
DHEBEICIRDEET LI L,

FERIR DB BITEDHE)

5.2 WEIRIIGIRORLRTH 2 LFE: - EEREOATIT-o T»
5 BH Tl B 5 OB o A% IME2E 48 1$200mg/dLLL E %
IRTHEIZIR S,

5.3 AHEEEE, WENRE IO A TROMBER T L1 > R
CEFI AL T\ A EBE TR, G- o B o) 22 fIE R IR X
140mg/dL L& HZE &3 5,

& R & S| 22300AMX00474000 | 22300AMX 00475000
BR 5% B 38 2005427/ 20054E7 /1

(MHERERF [C BT D 2BUBRKR D FAENNHI (§80.2mg D 3))

5.4 ARF @I, TR RE SR (22 8 1 MU0 A5126mg/ dL A i 2
DT75gHET 7 N vy Bl B 3B D IS 205 i 4 25140~ 199mg/dL)
EHIHE S AL, BRI SSIEIIRI D EA T D B TR - B
Z3~67 A T-o CHUEE ST, 2 oEIMERE. N7 B2
(& bV 7)) +EY FilLfE, HDLI L A 70 — VIMAESE) .
fiii (Body Mass Index : BMI 25kg/m?PAE) . 28I DI OHE IR
WEREEONT N2 G THYEICRET S &,

6. FEERUAE

(ERROREBIFEDIIE)
HEL BAZEER ) K= 2 & LCLEO. 2mg % 1 H 3l g £
MRS 20 %8, BRATALEEIE, BT 15
B8R L 255 L A 0.3mg % THIBET 2 2 L 45T X 5o

(MHHERER R [C 517 % 2BUHEFR R D FIEHNH (820 2mg D d#) )
L BAZEERZ ) K= 2 & LCLEO. 2mg % 1 H 3l g £
ARG 2

7. BERUREICEEY 2R
AT, IR (2 X0 1mg) 7 5 B 5% B S & &
IS, BB R O LEHERORBUC RS 2 &, KEB% 5
IZBIE L 2 BRI G § 52 (9.8, 11.1.1, 11.1.220]

8. EENEAXRNIR

(GhEEILE)

8.1 AHNMMEIMMEEIR 2 T2 L0355 5 DT, PERIFEE X
i HERE S % A 5 8 LR LRI RE IR B OS2 DXL 5 12D
WA A L [11.1.125]

8.2 WAMEE. HEHEOMIRER 2 HEE L T 2 R E U
RERE 2 AT 2EIHGT 5L JITEET 5 2 L [11.1.151E]

(FERRRDBRZIBIMEDNE)

8.3 ARFHEG L, MAEL EHIMICHAE T2 & &b, BlE+

SFICBIE L, WICREHEOLEMEIIOWTEREYIA) 2 &,
KHN % 2~3H AHeE- L CH ERMBE T 28I+ %Y
A (BRI A% C A& 14 A 205 Rl 25200mg/dLA T2 3 &~ h u—
WVTERWRE)IZIE, LD#HYEEZ SN LERENODLEE %
EZETDHI L,
B, ERIMEOTS 7% 3 v b a— )b GEPRINEE T A% U2
MMEA160mg/dLELT) 2515 5L, AFE D - EEpE T
NI 2 CTRCIIAERE TR L <13 f v 20 Y& T 50
AT LW ENDIGEIIE, AF OG- 2 di1k L CRBE
BETHT L,

(MHERERF [C B D 2BUBFRFDFAENNH (880.2mg D 3+))

8.4 AF DG HMGHIZ. 1~3» AE% B4R, R
IMUBE . HbA1cS: o Bl A% B BE s A T MR E I 22 & K5 5 &
EbIZ, 6127 BEE HZZ75gRE 07 K o AT R % 92 h
L CHicamBigg L, WIc kRO nEEICEHET 52 &,
F 7o, IMAE R (BRERE IS, 75gfE 17 B v 4 B s BR o Il
TEOIE ) CBE MR A » A1) VA ME TS 4 5 254
WZIE, BERIREAE) A 7 &L T b L OENH L DT, T4
BB T ko B, 2BBERAE & B S A I,
WYL EZONDHBRANOER LR EETH &0 T, KA
G RGP R R AT L. ik - ek oA T+
eI SN HEITIE. RFIOFS% ik L ORI B R
HEIC L HRMBIRYIT) 2 &,



9. BEDERZAIDEEICHI IR
9.1 GHHE - BIEEEZDH D BE
9.1.1 FHIEFHOBRER IIEHEDEEDH2EE

7 ZZE DRI X ) PZEAFER L 29 o [11.1.25 1]
9.1.2 b - RINEEZ# o IBHEBRRDEE

AFNOVERIZ X D HREDEAL T 5 2 &3 d 5o

9.1.3 OI LN NEIREE. EEDNIV=7 . KEBEOWE - B85

FoEE

B A S ORI & ) SRS 5 2 L b Ao

9.2 BiEERERE

9.2.1 EELBREEDHIEE

BHREED AT 5 2 L DD 2 72D MAEE IR SR & < Z21L

THBLENDH 5
9.3 FHieERERE

9.3.1 ERFHEZEDHSEE

RAIREDZAT 5 2 L DD 5 720 MAEEHIRIL SR & <21l
TAEBEND DL, T2, EERIFMAFT, w7 Y E=7 1M

FEAEE L ERIEEZ M) 2 e 0'd 5. [11.1.45 ]

9.5 1147

Tl SRR L T 2 WTREIED & 2 PRI G HE L O 41k A

falaikz L2 &SN B EIC0AKEG 52 L,

9.6 {Z3IR

R EOFRNER AR EOF M Z ZRE L. L0k X
P ERETT A 2 Lo BAER(T v M) T, BEM OB R
LOIHFN R T 2 FtEE M L 5 £ E 2 o b AR

DEEORIIHIAFED ST 2,

9.7 INE

NREER R E L RRRHBIIER L T,

9.8 SHE

— A CILAEFR AT LT 5. (7. 2]

10. #8E{EA

10.2 HAZERWHAICERTS L)

FHI 5

FRRAEIR - 58 75

W - fabaA T

LVREE S
ANEZIVT I FA
MORA VK= )L
7 SREEH]

E 77 A KREEH]
4 A vEF]

A v A VIRPLELL
El

[11.1.1Z#]

AV A) Y RO ALK
=V L7 R & BE
L 2zBR I, B 58
BoOMENRH 50T,
JEERSEH] & 4 RS
&, R bE S B o W g
MEEE L, K=
LG RRGT A% E
HEIHEGTHI L,

T RO B9 T 2E o T
R R A A 0 L
WG IEAE I A3 %

FEPR IR R 082 o i
T B VR & B 5 30
REST B 3K %GR L
TWAEE
PR S5 oD 1fin i T
TR A i % 35
B W]
) FOVEEH]
€73 VHRILEE
FEBHEH
T4 77— RD
T N ILAE Y5 R
TNT 7))
PR 5 S5 oD 1fi i e
TR A TS A 35
TRV
BB ARV E Y
FURIR AR OV £ v 5

EFEOPE I 2 2
K2 PEAT 234612
X HERE SR ol
L oOEEICTRBOMA
EMICEET L LD
W2 ARFH O R
EERA D 5 Z &1
LB EET
LTk,

FERCHFAIC X 0 Mo 4
FR 3 FH 3 o0 UM [ T 1R
FH 7S BE5E 3LIEKES S h
% ETAHIT, KENORE
WG EEE 2SN % o

1. EIfEA

ROBWER DS SbIAZ ENDH DHDT, fBEE 151247\,

-

aO

CEDEO N E I3 R kT b 4 SE ) R ALE 2 1T

1.1 EXFEWER

11.1.1 {EMAE (OB RIF A & OPFH O%E0.1~5% K. B
L 7\ e AR)

AANE ZHEEHO WAL - N2 BILS 5 O T, RIFEEIRA R0
SN EIZIEY a TR 7 UM G 5 % EE %
WLEZAITH T & 7., 8.1, 8.2, 10.2&M]

11.1.2 BREAZ HEA))

JEERIZ G, . BURRIMAED S & b, BN ASE ORI
L0, BRAErHEDLNL I DD D, BIEL 5TV,
B3 B I, WEMEEEOFERD S & b7z & 11335 ik
L. B2 0EE217) 2 Lo [7.. 9.1.12/]

11.1.3 BUERTR. EFRTATHERE. &E(FEZAN)
BUERFJ¢. AST. ALTO ERZEZ M) EELIFREES, &
ERHLDNDEZ EDVH L,

11.1.4 SEEEZHIS7 VEZ7 ME GHEAY])
EELIREEON G L he, BRSEE2gE LTRT v ®
ST MIEAHE L EREEEL ) 2 &0 H 50T, PHERI
Fa TR L, BEDRRO O NI A ITITE S I8 &
L322 £.[9.3.12H]

11.2 ZDHDEIER

5%LL_F 0. 1~5%Aii 0.1%A | A
HALER ML MR ([BKE. B, BE| O KRR
JIE B i . AL, BN | R, BEE
Ry L, MR | BRI
fg=elr. g
S EE RN i)
L G
IE
1Nk AST. ALT.
LDH. y-GTP.
Al-PD |5
R R HFE W i, »5D
& IRA
ki3 ey} MR A | Bk R A
Z oAt L O, BT O
FE. BRo»d
A, AFTYH, BE
& BRS &
Vo AME, LT
737 —¥ LA,
HDLa L A7 11—
VKT, 387, i
£

14. ERAEDER

14.1 FERIZMAFOER
PTPEUHDIEANIPTPY — " SBYMLCTIRAT A £ 48
5T L, PTPY — MORRERIZ L 0 TSI AS B
AHIA L, HIZIEgle B2 L CHBAASOEE 2 GHES
BESE 5 2 L0 B

16. ZE4yEhiE

16.1 MEE

16.1.1 BOi%s
RS T (1044) 122mg™ % B 5 L 72354
PAES i (AT

16.1.2 RiEH%kS
HEHERL A T-(644) 1211810, 2mgl H3lal, 7H BEHR S L7254
2R Z ) K= A3 Sz nd,

16.3 91
7 v MZMCIARZ ) K= Almg/kgH 0¥ 5 L 7 B CIR W R OV 2Lt v
NOBITHBED SN TV BY,

16.5 HEitt

16.5.1 M HE I A 1 (64%) 1211H0. 2mgl H3E, 7H B K #% 5 L 7245
AL PSR Z ) R= 23 S v,

16.5.2 7 v MZMCIARZ ) K — Almg/kgH a5 L 723 BR TR, A
OHEMERIT F N2 NH5%. 8% TH BV,

T AKZ SN B ARHK 0 B % OH 4T 10 2me % 1 H 3IE/E AT AT I AR 9% 5
%o HEIRAGO EHBIE O % CIE1ER £0.3megF Thm$ 5 2 LA TE%,]T
Hbo

AR 2R ) A —

k3



17. BRPRRNE

17.1 BIMRULZLMEICET 5558

(BIRIRDOBRBIIEDNE)

17.1.1 BRSO - MAEEER
A VAN 2 IARTEREIR . A~ A ARTERVBE R O % B & i 5
12, 1H0.6X130.9mg% . %5 L7z “EH ML ioo Mtk % & & &0
ﬁi:n IRFRBRNZ BT T LB A8 A T B 255 & 407256715 O IR IR

R ERIEROL BY) THBY D),

HEBRIF D [ES rhEE R DL B
A ¥ A ¥ FEARAF R PRI 502 230(45.8) 375(74.7)
A ¥ A ARAE RIS R 65 31(47.7) 47(72.3)
il 567 261(46.0) 422(74.4)

Beapde, O )NIEREME St b

TPERREE DL [ I | + [ AR
LROA A VIR RN IR ESE R & L S EE Mo
REROFER, K7 ) K= 2D MDD 5TV 599,
Fro. BHRBEEOARADFEHAORLR ST, 4 v A) v EFIFEHFT 05 2
W R T IIAE B FEE P o R 12 B C b AR B I o L &
MOLETLHAUENRD LN T WD, & 512, BIHRGHE (PS5
W77 B) CESROFGESHER S, e Lz~ ba—)L
SN TV B0,
7’% uﬁf@.ﬁt%ﬁf &, 1HO0.6mgXi30.9mgi% 5-12 & 1) BRI A E O

FEGEUCEMERPZO 5N T, EREIERIETM. BB,
H’E*M WEThH o720 BB, MKREHEABHERID., b oEH
BIE R RO RS H‘Eulsﬂ Gy R OVRAESE) 1, SERERIE K
B AW E D535 - HIRIHEDOCHDOTHL EEZEZBND,
(MHERERE IC B () D 2EER B DRAEHH)
17.1.2 Ell*]%]]l*ﬂiiﬁﬁ

i fERE R F 2 A L. 2o MERE. SIRIMAE. I§(Body Mass
Index : BMI 25kg/m?LL F) & % X 28155 LU O FE R E R R IE O\ g
N HETHEEZFIC, AFHFEDE - EHFEEITIMNR CTLHO0.2mg#x 1
ERICIES 253 Lt:iﬂ%ﬂﬂ’”ﬁ%ﬁ(?iﬂ“%‘hﬁ $5336.7+254.0H ) O
ey IAEREAEE RS BT B 2R SRR AT B L. R ) R — A G-
T50/897%1. 77 £ AREETI06/381BITH 4%,
T RN T R 7)) R — AFKG O N — R H195%E
HE X [#]) 130.595(0.4334-0.8177) TH A (BT 7 F » 7 % p=
0 0014>21) 22)
nB. 2’*”#}5@% WEBATRIIEDLEB) ThH D,

DI RIR R 1T

P 5 BAGAS I IR 11 5 B AR 96 I 11

K7 ) K= 2854 2.6%(1.53-3.68) 4.8%(3.13-6.44)

77 kR 7.0%(5.23-8.73) 13.2% (10.59-15.85)

() PRI II95 % 15 11X M)
KRR £ TORERTIL, 1HO.6mg % £/5- L 7295141 11452651 (47 .5%) 12
BRI O R 2 G UEERAED 5T oo EREIERIREE
(17.49%) . JEERIZE (13.1%) . THI(12.0%) 5 TH > 72,

18. EZPEIR

18.1 {ERER

18.1.1 K7 VK= 21, BE BT, S B~ MEHE) =
WEHUKEREE (-7 Vvay ¥ —8) ZHEL, BEEOMHL - WILx Rt
WD LX) AhoBIIE &S 5299,

18.1.2 7% /N~ VY —X¥E A7 =PI LTCT AIVE—A L
) ZNENRI2085 L OB0RE R ILEME 2" L. T v MNGHES IV
57—42“’&0‘777—%@%1‘6‘1&@%%%‘%77‘7»% A DFI2T065 K O
1908 CTdH % Un vitro)o — 7 % WEa-7 3 5 WZxF 3 5 HEER I
T ANER—=ADKL/3,000CH Y (n vitro) fb% J v MIROES L
TWE. B~V a sy —BIInt LI HEEREZ RS 2w (n vive)® s

18.1.3 7 v MINBHRD A7 5 —¥-A V<L ¥ — ¥ OBEEO K
IR 5 BREHEUE B AP T H 2% (n vitro) o

18.2 [M#E ESFIMEIER

18.2.1 IEW I v MG LB AE, TAKM. YV E—=ARU A
00— AWM EOME LA 2 S 25, ZVva—2, 7vs b—2AK
T 7 b — ZEMHOIMEE LRI L TRESTH 52 (n vivo) o

18.2.2 fEHEHAICA 7 0 — ABM AT VIR KRETAZHE L L 2
Ay RZ YR = ZADEKRTEIZ B 5 I EFIHCET I R0
AR ‘ﬁ%’ﬁfﬂﬁu CHEOKMEEOBRELRRINAEL, ZoEL L To
WIPURAEIZ X 5 b o L HEE SN 52,

18.3 E%;Eﬁﬂ%ﬁﬁsﬁ

GRIUR—Z$0.2mglH D1 1)

K7 ) K= 2580.2mgl 7 A 1 & N1 A V50 2% R AT F 127
NEN3GE(KR 7Y K— A & LTO.6mg) 225 BB [ #5135 5- L, %
WO EE 03%“(7 o ZZL—/\“—‘HE) WLy o3 Bl R (50 % T4

200mL) 12 51 2 MFEE O 54 2RI IE L2z, BoNn785
A —% (AUC. Cmax) |22V THRERHENT 247 - 724G 9. WA O L2
[FZEPEATRERR S 7z

[AUC : ffifli b5 — R AR T AR, Cmax @ 5 MOHE 154 ]

BRI AUCo-2r Cmax
(KZ)E=-2,LL7T)| (mg-hr/dL) (mg/dL)
K7 ) K— 2580, 2mg 3§ .
(494 | (0.6mg) ™ 34.25+30.32 | 36.73%21.01
~NA A 0.2 © gﬁ - 37.17+32.68 | 40.33+23.06
.6mg)
(Mean=S.D.)
70 F e
—e— R JR— 2 §20. 2mgM 7 A1 |
60 F --0-- RA X 870, 2
—o— L
50 Mean+S. D. (n=30)
Ifi
BE 40
L AT~
# o30r | L
L ~
(mg/dL) 90 L // X S
10}/ s S
I I I I I !
0 15 30 45 60 90 120
i G A IR (min)

GRIUKR—RE0.3mgP o1 1)
A7) K= 2$80.3mg[ T A J & N4 A V0. 3% ER AR 12 Z
nEN28E (R 7)) K— 2 & LT0.6mg) ™ 22 I ¥ | 4% 3% 5- L, I
BOHEE tysﬁf(a o 2 zL—/\*—i%) WP L. o3 R (50 9% 1.
200mL) (2B B MAEE O - H a2 BEICHEE Lz, o g
A =% (AUC. Cmax) D\ THEFHRIT 2 17 - 72458, WiH o2
[l S5k AR R & W’m

[AUC : Ifiuhl 175 — e M T A% . Cmax @ S 005 1742
R G AUCo-20r Cmax
(RKZY)R=2+LLT)| (mg-hr/dL) (mg/dL)
K7 ) R—A§E0.3mg 28 .
4| 0.6m)® 30.95%23.14 | 36.97+16.93
~A A V503 26 31.51£24.08 | 40.27+16.51
(0.6mg)
(Mean+S.D.)
0F e
—e— R U R—Z§20. 3mgl 71 |
60 —=0-== NA A 0.3
—o— JEF 5.
50 - Mean+S. D. (n=30)
1fiL
B 40+
L -
& sof SN
B X
(mg/dL) 90 L
10+
| | | | |
0 15 30 45 60 90 120
A A B IRE ] (min)

I EFEEONZAUC, Cmax®:00/87 A — & 1d, HlRE O, il
OIRINBIEL - R EOABRAIEIC & > TRE DRV D 5

) KRR S LT B AH O J 8 M OO (3T 11010, 2mg & 1 H 31l LT 1 AR L1955
%o BERRO FLHBIEE DL T L %£0.3mg ¥ THET 2 2 £ A TE 5T
Hbo

19. BXRSICREY DIBEZ2HAER

—f& K27 K— A (Voglibose)

{42 : 3,4-Dideoxy-4-[2-hydroxy-1-(hydroxymethyl)ethylamino]-2-
C-(hydroxymethyl)-p-ep/-inositol

SFI - CuHaNO7

SFE 1 267.28

B = 163~168T

‘s

H OH

H H
NH OH
HO OH
Y
M R ARORE IS REORETH 2, KITHD TEITRT L.
FERR (100) I2TEIF R T, A% —WIZHETIZLL, =¥ J— )b

(99.5) 124D THEIFIZ < Vo 0. Imol/LIEERFIEIZIET 5o



%P2, ‘A%
(GRIUKR—REE0.2meg[T D1 1)
PTP : 1008 (10 x 10) . 5008 (10%E % 50)
T 5008
(RIVUKR—R§0.3mglT D1 1)
PTP : 100% (105 x 10) . 5008 (10%¢ % 50)
T 5008
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*24. XEFERFENRUHEVEDEE
TUFREEMR A S R e vy —
T532-0003 AR X EEE T H2-30
TEL : 0120-381-999 FAX : 06-7708-8966

25. {RBFFE(T LDER

T HEE B 524 12 35T 2 2BUBE SR D FEIEIIH (7272 L, AT I ONEBY

BB T AT o THUHE SNV EICRS.) 2 HIZHH S 25

A REEH EORIRWE U TOEB) E§5 2 L,

1. TS AE S (22 R R B /51 26me/dLoR i A D 75gHE 17 1 7 HE & fiy
FER O HAH2IE 1 il 75140 ~199mg/dL) & HI S v, HEBRARFEREHIH]
DIKRTDH 2 LHIRE R OB 23~67 AHIT-> TdFES
I omIMELE, FFEREEG Y 7)) FIIE, KHDL =
L 270 = VIIESE) OV hr & EERE L LTHY 5 8% 2t
RETHLEIZMY . RBEH ENL D ET 5,

2. SRR A I O FR S, TR AR SR & IR L A AR R L
AR H & ZOFER) . AHRE R ORI 23~62 HH{T - C
bR SN Ao 72 B R O MU AE SRR B R BAE OB I 4 % R
ERCE

26. HERFTEFRES
26.1 BHERETT

IRARERISHT

KiriEl IXR=EHRESTH2-30
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