2023#F10HET (BB1iR)

R MK Al
MR

B REERI RS
873969

HARERS K7V HR—-AFE

B & SEREF
BN : 34

I JR—Z5:0. 2 men)

I VJR— 0.3 me)

VOGLIBOSE TABLETS

) FE-EEEOLTEICLD
EHTAZE

$20.2mg | $£0.3mg
AFES | 22500AMX00493 | 22500AMX00492
BizEhits | 20054E7H | 20054E7H

2. B2 (ROEBHICEFERSULEWVWTE)

2.1 EXES b=V A, BRRESEXIIAEEDBE
[ ROA v A X BER D 2B MO E
EANEE 22O THRFOBSIIE S 7220, ]

2.2 ERERYYE. Ak, EELZNEOH 2 BE
(A2 ViEFICX2MBEERNIETINEDT
AENIOFEIZEE 7210, ]

2.3 REIOB T 2 BBRED B RERED H 5 BE

3. #ERK - MK
3.1 #m

gt

RZ7YVAR—-X$E0.2mg|A 7V KR —ZA$E0.3mg
[YD] [YD]

BRESY | 18P, K2 KR—202mg | 1§EH. K7V A—20.3mg
LK. byEOIVFY Sy, e RuFy Ul
tiru—A, A77Y VEMg

3.2 HFIDMEIR
RZYR—2$0.2mg|R 7Y A—2$£0.3mg
[YD] [YD]

TR - Al HEDOEIRA D R HEDOHHE

HE %%%‘ID Cﬁj{@E}‘I’ i

Al

H7E4

EfE #7mm #18mm

Ex #92.7mm #3.1mm

HE 140mg 210mg
Eala— K YD525 YD526

4. FHEEX [E3h5R
OfEFRm DB BIMFEDIE
(L. BEEE - EBEEZT > TVWAERETTS
BIHRVBSNBWNES. RIIREBEE - EEEECH
ATEOMAEFTRABULL 3RV VREZFERLT
WBEETTIBHRIBSNIEVZSICRS)
OMfEEER T ICH | 3 2BUFERRF D FEAENH ($20.2mgD

)
(ferBU. BEEE - BEEEZTOICIT>THHES
NIZVSSICPRS)
5. EENIFIRICEDET DFR
(GhaesE)

5.1 FAIOER E B 5 5 U o RERRIGHR K OFEFREFEREN
DEEXTH % BHEE. BHPEZ 2T AT
MRPATDEBEIROERT S &

(FERFRDBEBIMFEDLIE)

5.2 RRIBEOEARTH 2 BHFRE - BEHREOAL 2T -
TLLEETIR, REDOBEOERIMFE2RHEEIZ200mg/
dLU EZRIHEICRS.

5.3 RHERE. EEREICMA TROMBER A IE 1 > A
U UBFIEERL TR S RETIE, HEOROZEKE I
PEMEIZ140mg/dLEL EZBRET %,

(MHERERE (C 1T 2 2BUERR DFAENH (§20.2mgD
#))

5.4 RAIOBEH I, MHERERE (ZERIMEI126mg/dLR
T2 D75gRE T N 7 HE AR 3B O MM 2 RE R fE A5 140 ~
199mg/dL) E¥lishn, BRRFBENHOERTH S
BEEE - EHEE23~6n AMITo b WES T,
PORBIMAERE. BEREE (BMY 7Y 1Y FIE. K
HDLa Vv Zx7u—)LliEE). B (Body Mass
Index : BMI 25kg/m2Dl k). 23815 DI O REFRIR R KRR
DVITNAIEET HHEFIRET 5 &

6. ERURZE

(ERADBZBIFEDINE)

EE. AR YU A —2 & LT1E0.2mg# | A 34
BEMICENRET 5. 28, PRAHIRBEIE. &
BEHHICBELEN S 1 ER%E0.3mgE THET 52 &
TE5,

(MTERERFBICH T D 2BMBERFO RIS (££0.2mgD
#))

EE. RAICIRAEZ Y F—2 & LTLE0.2mg# | H3E4E
AERNCRORET 5,

7. RERURAEICRET 535
EiRE T, EAR (FIAE1ER0.1mg) »o5HE%EH
Y BB, MIEERMHILSERORRICHET 2
nE, BBEZTACBHELLPSHEIKRST A &,
[9.8. 11.1.1. 11.1.28#]

8. EEREAXNES

(Ghges@)

8.1 AR RIMBEERZE T &P HEHDT. BERFEE
YIRS RER T 259 % & 10 LR IDERE R &R 0% oxt
WHBFEICOWTHFHAT S &, [11.1.15H]

8.2 EFfE¥. HEHOERFIIHIEL TLABERREEX
W RE 2B T 2 ICRET AL EICEERET S
Eo [11.1.120H]

(BRRDBHIBIEDNE)

8.3 AFEEHIE. MAE%EHWITHRET & LBI12. FB

EHOICBEL, BICREMREOBEEICOVWTHERSE
o2 k. RA%E2~35» ARG L THEBIMBIINT 2
SIRPAT S %25E (BRIRIMSE T &% M5 2 B E A
200mg/dLMRicay ba—LcEaWnizy) IZid. &£
DHEYEEZONBIBBENOEEEEETHI L,
B, BROEO+SZaY bu—)L (BROFECER
MAE2RFEEA 160mg/dLUIR) ABoh, AL -8
BIEENIZ N I A TREOMMER FAE L <I1d1 >
AV VEFEATZ2OATHIEHE SN GEICIE. K
Hlos%zmik U TRERBR TS 2 &,

(MEEER B ICH (TS 2BUERFDOFEENGF (8£0.2mgdD

#))

8.4 KA OB ERA%IZ. 1~3» HE %2 BRI ZERMAEE,
RERFIMAE. HbA1cEORER B EMRE K OMAERE % E
g BEEbIT, 6~124 ABEBERICTSgROT Rk

Bs4a007



AR EER L THOICRBBE L. BICRkEH#ED
WBEICHET A2 &,

H7o. MMEEE (ERERFINEE, 75g&0 7 N Ea kR
DIMFE2RERME) CHRERFROIIA > R METEZ
BIBHEIE, BRREIEY A7 PEL %5 EOWE
BHBHDT, TRBEEEZITI L. 5H. 2BMERKE
i ShizHEICE, BYEEZSNLBEANDEER
EBY AL, T FHIRERMBRICTIEER RN
BZL. BERE - EBREOATHI SN 5E
IZid, AFO®RSG 2 IR U CREABIBEERESIC L 58
BBEZTO T &,

9. BHEDEREEIIEEICHITIER
9.1 S - BIEFREEDH B EE
9.1.1 BIEFHOEERIIISHEEDEEFDH 2 EH
BAATAZOEMICEIDBHEINEIALLT L,
[11.1.28H]

9.1.2 H(k - RINEZEZE > EEMBEEDEE
AEIOERIC XK VIREHIE(NT B ENH 5.

9.1.3 OI LN REEREE. EEDOANILZ7 . KBDHE -
BREDESE
BT ZZ DI X VERFELT S 0D 5,

9.2 BikrEEEEE

9.2.1 EELBEEDNHIEE
RBECREDET B T EDH B 7= MBEE TR A K
BT HBENDDH D,

9.3 FrigsEEEEE

9.3.1 EERBIEEDHZEE
RECREDSZE(NT B &N DB 2D MBEEFRTEAK
ST HBENEH B, T/, EELTFELEHICT.
B VEZTIENSEE LEBRBEEZES DS,
[11.1.42M]

9.5 i
IR XAZIER L T W A HREE O & 5 kI LoF
a2 EE S EHESh B EEIC0AKRET 5
Zé&,

9.6 {Z3.1%
BELOBERERUBARBOEREEZZER L. BAO
Wbk dT s &, MRS (5o M) T,
B OREE IR OMEN AR T 2 A HEEOMENC X
b EEZONSZHEROAEDEIMMEIAFED 5T
%02,

9.7 INR
NEZEENRE U BERFRBRIEER L TLan,

9.8 SEE
—fRICERE TIXEEBRENMET LTS, [7.53H]

10. #8E{EH

10.2 HEER BAICERITDI L)

HHIZ% HRARAEIR - 5@ % W - fabER+
R 4 YR YRR | AR RS %o
ZNAZNT IR [AZIVT L7 REA | KR TERICRA O
ZRCZANAZI | EMR LIS, K| BERIGEE R
A E S 5 MERBOBENH | b,
U7 F4 RRE | 50T, ERREH L
Al OHFFEEICIE. I
A VA B WHRBEOTREEEZZ
A A VB | EL. KHED» S5
BEEA 5x2MBT 55 EHE
[11.1.1%HE] HIRE5THZ L,

A2 %

AR - FEE ST

T - falRE T

WRFEAERZD
MR R R EF 2 #8
XL T T 5 HAH &
HALTWSBE
H FR % F 38 o I b
[N T
% FEA
B -]
¥ FILEEH
£/ 7 IV
BERIHEA]
74 75—+ R
O 75 R I E 15
Al
TLT 7V
PR FE 3 o I B
B TRIEF 2 W53
% HEH|
7 RLFY Y
BIBREARLE
v
FRIR AL E >
%

RO HRICIAE
KA Z BRI 55
AT HEREA
OfEA EoEEICE
WOMEERICER
THEEBIT, KA
O B DR IE 1
AmbsZ &ickd
BT OERTS
&,

KAV o
W PR FH € oD 10 W B
T S 858 L
FEINbdEZAIT,
A ] 0 5 L T L5 R
TERM D %,

11. EIfEA

WOBMERDBH 5bN B EBHZHDT, BIEEZ DI
T, BESRDONLBAICEIREGZ2HIET240E8H
YaMBEZTH 2 &,

11.1 EXZEIER

1111 EmMHE (hoRERFAEEOHADOBAE0.1~5%K
Tl OFH L e WIS ARR)
AAENE ZHEH DML - TN ZBET 5D T, KIMFELE
KRB ENIHZAEITEY aBTRES T IR
5y 2n @t nlEzT5 2

10.25H#]

11.1.2 BEAZE (HEAH)
fEER . 5. MBEMEYHS5bh. BATAE
OEIMZEY ., BAZEPS DN ENH L, BIE

2Tz T,

o [7.. 8.1, 8.2,

R 2108, BHEOERDH 5D

nizgEicEgEehib L. BYZABEZITS I &

[7.. 9.1.15H]
11.1.3 BHERFN. ERGTHEERES. 8E (HEAH)

BIRERF 2. AST. ALTD EFSE% M4 EE L FHRER

E.HENHSDNE I EN D5

11.1.4 EFEEZHS557 VEZ7IAE GEERH)
EEGHEEFICRE LGS, FHRSE2EKE LT
B7 VEZTIENEEL, BEEEZESI LD
DT, PHERNE 2 HICBHEL. BEFEDON
B EICRES RS 2HRIET 52 &, [9.3.120E]

11.2 ZOfthDEIHER

5% E 0.1~ 5% 0.1%K%m | SHEAREH
ks | R BB, EIR. | DR K. B
B, BEE|E. ER. AR | ERE. B
fi i AR, BD, B ERBAEL
. M. O | BEE
]
IEBORE HE. 5
FE. LB
OE
JiF it AST. ALT.
LDH. y-GTP.
Al-PO EF
R e HEW HE. 55
ED 2%, KR
i3 =il MBS | R 3R I8
/}\
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5%k 0.1~ 5% 0.1%AK%m | SHEEAH

ZDfth Loh, HE%
DFE. B
TH.IFTO.
R, B,
B 7 LMEE.
mE7Is—-+%
+H. HDLa L
270 — VKR,
FIT. BiE

14. BRALOFER

14.1 BAIRMEOER
PTPREDHEANIPTPY — A 5B i L TRAT 5
EOHETHI L, PTPY— bOMBICE D, LS
AP EERBEARIA L, BITIIZFL 2B 2 L THERR
REDEELTHMELZHHAET LI LD 5.

16. ZEYEHHRE
16.1 MowEE
16.1.1 BEHZS
BERABTF (104) (22mgh) 2 BEKS LG a.
MEEHRICARZ Y R—23mHE Ehznd),
16.1.2 RiE”RS
BERAB T (64) 121:0.2mgl H3[E., 7HEKE
BE LGE. MERICR 7Y R—RidHEH s i
W3,
16.3 £
F v MZ [MC] R7YR—Z1mg/kglEE L7z
B CRERUOITHAOBITHRO 5TV 5EY,
16.5 HEttt
16.5.1 BEHRAETF (64) 1C1E0.2mgl A3E. 7HEKE
BELIZIGA. RPICKRZ) R—=23BH s iz v,
16.5.2 5 v bz [14C] A7 YA — X 1mg/kgBEH 5 L7z
HETR, #BAOHMRIZZNZNHN5%, 98%TH
%9,
W) RRSNTVAEAORERCHERIE [1E0.2mg# 1 A3EEE
EAICEOBR5T 5, BREOABBIEONE T EEZ
0.3mgE THBTHZENTES,| TH5D.

17. ERPRRRHE

17.1 BERURLECET S5

(MITEEERR (C BT S 2BUIFERFR D FAEHNE

17.1.1 EASE MABEER
MEREREZE L. »ORMIERE. SAEMLE. IR
(Body Mass Index : BMI 25kg/m2Lll k) %W
H2HEDNOBRRREROVWT NP2 ET &%
XRIT, BHEE - EEFRICMZ TLEO.2mg#z 1H
ARG L —EERIERE (FiaiR5H%336.7
+254.0HM) OFER. B&FHIRRICEB T 2 285
PRIGATHEIL, K7 R —ZAHBHEHT50/897l.
T REET106/88161TH 5.
T RBICNT 2K T R—ZABEHONT — FiL
(MRI95%EHEX ) 130.595 (0.4334-0.8177) T
»5 (BRIOZS > 7HE : p=0.0014),
5B, 2ERERRREBITRRIRDOLEBD TH B9,

2BIREPRIR RS TR

# 5 BIRASE K B 5 RIR 06 R

RTVAR—-ABRER | 2.6%(1.53—3.68) 4.8%(3.13—6.44)

VAP A 7.0%(5.23—8.73) | 13.2%(10.59—15.85)

() PIETERIO5%IEHIXH)

AR E TORKTIE, 1H0.6mg% %5 L9514
FRAS2M (47.5%) BRI ED R % & O RER
BROBNTV S, ERENEREEE (17.4%). 1
W (13.1%). T (12.0%) %TdH -7,

18. EZPEIE

18.1 {ERR

18.1.1 K7 U R=21F. BEICBLWTTHEE, S BEADS
a4 “REEKBER (a-7Vavy—+¥) 2
EL. BEOHEL - RNEBESESZ LKV ER
OBIMHE % fE T 58 15,

18.1.2 7% /NEHK T ILY —F EX TS —FITHLTTHIL
A=A XD FNZNRN20E KX U30E@VHEEH %
Rl Iy MMNBERY LY —YROR Y S —FHE
WEHEIZZFNENT HILAR—ZADK270/E KR 1905 T
H% (in vitro)e —HF 79 ROTY vVEa-73IF5—
Izt 3 2 HEEHIE T LR —Z2D#1/3,000TH
D, B-ZNavF—XIiIR L TIIEEEEZ RS &
W (in vitro)o

18137 v NMMNEHFRKRD AV S —X- 4 VI ILY—FOESE
RO ZREFKBBERICNT 2EEERTBESERNT
» 58 (in vitro).

18.2 M#E_ESFINHIER

18.2.1 E¥ S v MIROKS LEA. TAK. YILh—2
KOZR 70— 2ERBOIKE LR 2G50, 7L
I—R, FL7 v =ZARKRVTT7 s —2AFREBOIME L
FICR L TIREMTH S8 (in vivo),

18.2.2 AR AIC A 7 10— AT 2T WIFRKE N 2 2 HE
Liz&ZA, RZVR—-ZAOEKAEICET 55 -
FSWHER I ZREH O 2 S RINENICE O < EE
OBEEZMINHESEL, ZORBRE L TORIGEEIC X
LD LHEESIND,

18.3 E£MEMREISFEHER

(R7'UR—2Z$80.2mg [YD])

KT Y AR—R§E0.2mg [YD] &EXA R U$E0. 2% BFERA
BF29RICENETN3GE (RFYAR—R &L T0.6mg) H2E
ERFBEREOKRE L. BREH2E03H (Juxt—1nN—
#) el v afar (100g) B 2MmEEO LRE
ERERAICHIE Lz, £OMRBE. BRESEICLE L Al
EHERAME ERMBERE2R LIz, £/, Bo5n7N
5 XA —% (AUC, Cmax) IZDOWTHEBR 21T 754
R, WHIOEYENEEE PR S W 7210,

HEINT A =%
AUCo-4 Cmax
(mg - hr/dL) (mg/dL)
KT YR — R
+ +
0.2mg YD) 36.6+24.3 44.1+£17.9
A A V$E0.2 36.4+£25.6 44.4+18.2

(P19fE + HEERZE. n=29)
AUC : [ EA & — R iR . Cmax @ RS LFE

(mg/dL)
—— K27 R—2$£0.2mg[YD]
80 o NA A VEE0.2
i T —o— 5
m 60 (P91 + BME(R3E, n=29)
* .
5 40
=
20 _
0 : - —
0 1 2 3 4

#e 5% (hr)

M EFRRIENICAUC, CmaxFED/ /8T XA =13, #HEE OB, (AR ORIX
[E1% - RS ORBEMIC L > TREDWHRENH 5,

(RF'UKR—2§0.3mg [YD])

RIZVYAR—Z$E0.3mg [YD] &A1 X V§E0.3% BFRRRA
BE28KICZENZTN2E (RTYKR—-RE L T0.6mg) Bz
JERR B AR O S U, BREHE2 ST (Fuxt—N—
W) IR L. v aaER (100g) T8 A IMEEO LRE
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ERERIICHE Lz, TOMRBR, BBERHICHE L THA
EHARRIMME LRMBERZR Uz, £, Bohizn
5 A—% (AUC., Cmax) IZDOW BT 2T > 2%
R, WAlOEYFENESEESHER SN/,

HENRT A =%
AUCo-4 Cmax
(mg - hr/dL) (mg/dL)
KUK — 2§
+ +
0.3mglYDJ 24.6+7.62 29.4+£8.90
A X U$E0.3 24.3+£7.67 29.3+9.81

(FHfE + M RE, n=28)
AUC : fif EF 8 — R NEE. Cmax : K& 72

(mg/dL)
80 — K K —2$#0.3mg[ YD
o RA 2 V$E0.3
m 60 —o— MR 5.
B T (CEHfE =R ZE. n=28)
L 40 .
>+
=
20
0 ; 2
0 1 2 3 4

HE5&KR (hr)

M EFRIENICAUC, CmaxFED/8T A —F 13, #HEE OB, AKX
[ - BB ORRBREMHIC K > TREDWREN 5 5,

) RBSNTL2ARAOREROHEI 1EH0.2mg% 1 H3EER
ERCRORET 5, BRFOABBOEORBZECIXIEEE
03mgk CHBITHIENTES.] THD,

19. BRI (CET BIBLFMFR

— IR K7 U R—Z (Voglibose)

ft % 4% :3,4-Dideoxy-4-[2-hydroxy-1-
(hydroxymethyl)ethylamino]-2-C -
(hydroxymethyl)-D-epi -inositol

5 F i CioH2aiNO7

5 F &1267.28

: R BEOBEXIEREOMEKRTH S,
KICHD THET R <, Eeig (100) 1298
IR AY ) —VIEITICKL, =%
J =) (99.5) 1M THEFIZL L,
0.1mol/LIEREEAM VAT 5o

{b2erE

H OH
H H

N H
HO/>\/ OH

HO

20. BBV EDEER
BRI TRELTTIE WV,

22, @
(R7'UR—2$£0.2mg [YD])
1008% [108£ (PTP) x10]
10008 [10%E (PTP) x100]
(R2'UR—2§£0.3mg [YD])
1008% [10§2 (PTP) x10]
10005 [10%% (PTP) x100]

23. FEHR
1) Morseth, S. L. et al. : 388 & 3558, 1991 ; 19 : 4325-
4340
2) Morseth, S. L. et al. : S EIHE. 1991 ; 19 : 4375-
4396
3) PEEE  EREEEER. 1992 26 1 283-294
4) BIZR%E fih - EEEIAE. 1991 ; 19 1 3639-3649
5) Kawamori, R. et al. : Lancet. 2009 ; 373 : 1607-
1614
6) MTEEERY 2R & U7 2B IREFIEI 5 (XA
A V8E/0OD%E : 2009 10H 16 H &, HiEERMEE
2.7.6.2)
7) THREERICB I 2ERABROEEBR (N1 AU/
OD#$E : 2009 10H 16 HA&GR. HEERME2.7.4.2)
8) /NEHZ it BARNE - BRE¥AFE. 199245 27-
31
9) TBEEHR fih : EERARAMR. 1992 22 : 451-458
10) e fth @ SRIE IR, 19915 19 1 4105-4117
11) Odaka, H. et al. : J.Nutr.Sci.Vitaminol. 1992 ; 38 :
27-37
12) MM fth - BRI EIRRE. 1991 5 19 : 4451-4456
13) /NEfz M- HAXRE - BE%REE 199245 33-
38
14) BREE fih : S| EIBE. 1991 ;5 19 : 4457-4467
15) /NEthz  fih : EIE LR, 1991 5 19 : 4829-4834
16) (B)FEEELNER - EFENESEERE (580.2mg)
17) (#R)BBEEHNER - 22N EEERE (820.3mg)

24. YEEERERUEVWEDEE
HRASHBEE BEFEKE
BEILREILTIRF RS 3697 HtS S

B8, 0120-647-734

25. (R LDEE

TR R ICB 1) 2 2B RROFENMH (2L, &

HEEROESEEE T ICTo TAHBEI N VES

IZR%.) ZEMICHERT 558, FBEF _EOBHRV

ZUTOEBYETHE,

1. TRERERY (ZZRERE MRS A1 26mg/dLAR > D75k
07 B iEa e o mE2 R MEA 140~ 199mg/
dL) s, BRBRBENHOERTH 2RH
LR OEEEEE3~67 ARITo THHESNT,
POBMEE. BEEFEE (B MY Z YY) FIE.
{EHDL2 L A5 0 —)VIIEEZE) OV 2R
BELTETAREEZNRETHIBEICED . RiE
HEhasb0&9 5,

2. DM E OMEMICIZ. THEERE SR L
R CHIW LA EZ0RE), AEBEEROE
BEEE3~61 Ao TbHBS NP> -ER
UBIEEXISRERFEEOZMZ 2 i# T 5.

26. RIEIRTERES

26.1 BHERFETT

'// trrteu fRiERE

ELRELMERIIRS3697EM8S
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