20204£9 H 83T (A5110)

AAEAERIEES
Bk | SRR PR
AR - 35 SR LR ) RBES | BRI
HZIKQ?Q}%’?? ES) 7]&‘_7\@% 02mg |23000AMX00758 201941 ]
- " " 0.3mg |23000AMX00759
MIVUIR=R=0.2merzms1
IR ViR—R0.3merzms/x)
Voglibose Tablets “TAKEDA TEVA”
L5 S

) HER - RASE QLT EIC L )T a2 &

2. BE(ROBEICEBELEWI &)

2.0 HRES b= AL B DR P B R S 4 i R oD B [T L
WA VA VI & B8R0 W OFEIEA UL % 5 DT
ARHN OF% 5135 X 7o ]

2.2 BIERYYE, TR, BELIMEOD 5 BHIL VA1)~
HHHC X 2 MBI £ N5 O THRK OFE 51308 X 2 ]

2.3 RFNDOWHHR T 5 BBIE DR ED H 5 B

3. fERk - MR
3.1 #8m%
W K7 K— 2$E02mg K27 K— 25£0.3mg
* [R5 [ 73]
HRR S | 188 RV R —=A  02mg | 1§ - RZ7YA—=A  03mg
A FyERIYFIyT Y, e FRF IO LT - X,
o SR ST E L INE R 7L
3.2 "WHIOMHR
W, K7 R—2§£02mg K7 K— Z2$¢0.3mg
- (73 (73
iR DHH .
oy | NETHRACOWERAY | w0
N
€ = =
/RN
[EKE JE= Eisy [ERE JE& sy
71lmm  26mm  130mg | 81mm 31mm  200mg
Wpa— K 77 VG2 77 VG3

4. HEEIIHHE
(RJ1)KR—Z$E0.2mg. 0.3mg)
OMRROEBHAMIENHRE
(772U, BBEL EBEEZT>TCVWBIBRETTHI LR
PELNEVGEE. XIIEEEL - EEBEAICNA TEOM
BEERETHELSRA IV HEEZFERAL TVWIEETTHS
BHEIBELSNEVEEICRES)
(RJVJR—Z§80.2mg)
OT¥ERERE IC 3 T 2 2BERR D RIEIHI (§20.2mgD &)
(772U, BEEE - E@BFEEZTHICIToTHHESh AW
BEICES)

5. MEERFHRICEET BEE

(RhBELLE)

5.1 RHN O D S 7 U ORI 5 K O IR IR JehE B0 o0 3%
KTH D EFEE, EEEL 01T 2729 2 THEIAT
PRI ZEETHI L,

FERRDOEHBIEDOHRE)

5.2 BERIFIGEHEDOIEARTH 5 BFHRE - EHHPEOAZIT- TV
5 BB T, 5 OB O I BH13200mg/dLEL L % 7%
THEIR S,

5.3 frdifesk, SEBHE M 2 TR MRS K T A LA v R Y
VR Z M LT 5 BE T, %5 0B o 225 R R I
140mg/dLUL L% B %,

(MHVERERE (5 | 2 2BIBE RIS D RAEIH (§20. 2mgD ) )

5.4 RFN QML TR EE SR (Z2BEIRF A% 251 26mg/ dL A 22>
75gHE 7 I 7 b BT S BR D LB 2R B 4705140~ 199mg/dL) & )
WS A, BRI ISIEIIR D IR T d B Ardiges: - Mk %3~
67 AT THEE\ES N, pomilEE. FEREE b
) 7YY FiliiE, fGHDLZ L A 51— VIifiESE), i (Body
Mass Index : BMI 25kg/m*Ph b)), 23145 LU O B RIS 5 i
WENDE AT AHEICRET LI L,

6. RERUVAE
BRRORZBMEOLRE)
JE, BAZIEARZ ) K= & LCTLH0.2mg % 1 H 3045 £ Hi
RG-S 50 &b, WRATD YA, EEE i
BIE L A 51 E%20.3mgE THET LI ENTE S,
(MHERER T IC B 1T 5 2B R/ O RAEHH ($20.2mgD &) )
JE, BAZIEARZ ) K= & LCTLH0.2mg % 1 H 3045 £ Hi
WHREIHR S5 5.

7. RERVAEICEET 318
ErliE Tl AR (B 2 1IX1EE0. 1mg) 2 &5 2 T 5 & &
IS, ML HILEHEROFEBUCHE T 2 2 &, iz 1+
B L O EEICRS 352 L, [9.8, 11.1.1, 11.1.2 ]

8. EELEANER

(hEEHE)

8.1 ARANICIMBIEIRZ R T Z 2D 5 DT, HRHEEE X
il B BE L8 2 A9 B 4 SR LA IURE e Dk B OV 2 st L 5 i 12D
WCH5EiT s 2 &, [11.1.1 B3]

8.2 WP, HE)HEOBERSITHES L T 2 IR B UL
MEREE AT HHICIRGT5 L EIIERT 528, [11.1.1 ]

(FERFDEHBIFEDOHRE)

8.3 AFFxG i, MHEZ EHRICHRES S L & B, #aE% o
WCEISE L, WIS RO LEEIIOWTIEREZ L) 2 Lo KA
%2~37 Q¥ LT &R T 2B T 0 %86 (B
JIR ML AFE G AT P2 IS 25 4l 25200mg /LA Fi2 3 > b — VT & 7
WREIZIE, KDWY EEZ SNLBENDLEEE LB T L L,
BB, BRIMHEO 5% 3 v b a — )b (FRIRINAE T &5 M2
BIfEAT160mg/dLELT) 258 S, fdges: - EEek iz h
SITIA TROMBERETHZE LGS v R Y2 flilT 250k
THo LI SN B LA, RFIOKEE % fik L CRE s
o i R

(MFERE R (5 2 2BUBE RIS D HAEIMH] (820.2mgD &) )

8.4 KK OG- BMGEHIE. 1~3» A% 0% (2 NE R MpkE, Bl
MLHE, HbAlcSE OB B MM K ORI E 2 FEhid 5 & &
DT, 6~12» A% HZIT5gRIT0 7 I i i skl 2 920t L
THAICRBBIgE L, BTk GHRoLEEICHETS 2 L,

F 70 MBS (ZE IR R, 75gRE 17 1 vy B EU SR IR o b
QWERI) RBERTTHRIIMA ~ 2 ) VMK T2 FT 20412
. BERIBHIED R 7 BEL b L OMEVHLHDOT, +547%
Bl aATH 2 Lo b, 2BIBHRNG & BR S e e, #Y)
LEZONDHEHWANDER L ERT LT L, T, KHS-H



ARSI BERE S A5 L. S - EEREOAT oL
HE SN B LA AR OIS % ik U OB B e 55
WX BREEBEEIT) T Lo

9. FENHEREZHI2ERECHATIEE

9.1 AHHE - MEEZEDH 28E

9.1.1 BEFHROBRER IIBHAEORENH 3 BE
W7 A ORI X 0 BRAESEH LTV, [11.1.2 3]

9.1.2 Mk - BIREZ & - - 1BMBREDEH
RANDVEFNC X O IRREDTALT B 2 25D 5,

9.1.3 O ALNJVNERE. EEOAILZT. XKIEOXE - &E
ZnEE
BN A A S DRI & 0 JEIRDEALT 2 2 & 23D 5.

9.2 BHEEERE

9.2.1 EELBEEDHZEE
FCHARED AL 2 2 & 25D B 720 MBI PRI AR & < &1L
TLBENDED 5.

9.3 A ERE

9.3.1 EELHBEEDNH 2 EH
FCHRED AL T 2 2 & 25D 5 720 MAH PRI AR & < &1k
FTLBENDEDH D, Froo BELRIFEER T, m7 YE=T7M
FEASHTE Lk 2 ) S 0B B, [11.1.4 B3]

9.5 111%

TR SUITEAR L C W B W EETE D & B LRI I3 i # oA Sk
fafttE Ll s & HB S N ASEICORKETH I L,

9.6 ®I@
BREEOHFER OB RBOERYEEZEB L. 2L Ok X
IR ERET A 2 Lo BIRER(S v M) T RS o B
WO RRHE T 2 AT EEOEHIC L 2 L E 2 5 s liAER
DREOBEIHIATED STV B2,

9.7 /MR
NREZN R L L 72 BRHBIIFERE L T v,
9.8 EitE
—II S CILEBRREAET L T2, [7. 2]
10. #HEEA
10.2 GrRER (BHRICER TS &)
E Ik FRARIEIR - 5 E T | BE - feBRi T
PRI 5 A YA ¥ ROAN A TE LRI T 3 0
ANEFZ VT I RRROC AN | =)y L7 R & F| fUbs R eI A
B AR 3] FL 7B, ARIURE S | 41 o0 Bl ELWROIGE E
E 7T 4 NRIEH Blo#HE 93 2 0T |(TERND 5.
ER VRS | FERLHEA & O BF AR

A ¥ A0 ARPUEEEA

[11.1.1 2]

& ARIUBE S B> ] FE
WEEE L, KHE
SEGEBIGET 2L
BEICHG T L,

WP 3 T OF 2 o b B T AR

JH % W5R U IRGS 5 % F8H) & OF | AH 2 BE 5 2 3532 | OB F FE o i
MLTw 24 Ve ORI T BE > | B T 0 e

LEVREEE 20 R (iR

R % JEA EHICHET 2L b |2 A2, AHIOHE
BT 2y ARHN OB RIS | BTG 1 75
) FOVERA IEAER 2SN % 2 L2 b %,

T T X VBACEER HEA
74 77— RO ME

by sl
TIVT 7)) v

LAVRLVIE Y20 I (iR

GG % FEH
7 RKLFY v
B R E AV E
LRI R L & o5

LD AL

L OEEICREIRO A

X BT ERET
5Tk,

JEFEEEANC X Al

izmgg s s &

1. BlER

ROBEMDHHDNDZEDHHDT, BEEE T B
ARO LN B G2 IR 5 45 S R LE R 2 &

1.1 EXLEER

1.1 {KIFE (bR R 3E & O OYA0.1~5% K. BF
LR WIGEHEAW)

AANE ZHEEOWAL - W ZEIUET 5 O T, AR E IR A3 52D
SNWAITIEY a TR 7 Nyl %G 5 7% Ll 24
WiEZ4TH 2. [7.. 8.1, 8.2, 10.2 BH]

11.1.2 BRI (BUEAH)

JEERI . . MURBINSED D b, BNy 2SO BN
0. BHEXRHLELNDLIENH L, BELTHITY.
wed B, WS OERD S S b a3 k5 2k L,
BE)RWEZIT) 2 Lo [7.0 9.1.1 BH]

11.1.3 BIGERF%. EELFEERE. &EERY)

BUERF 4. AST. ALT® 5% % k9 EH 2 IRk, H0E
BhHObILIERD D,

11.1.4 BEBEEE#557 2T 7 IE HEARY)
WEERNTRIZEGNC G Lza, MRS E22kE LR T v
ST MEAHE L, EilkkEEE2E e 0H 50T, PHERR
SEFAICHE L, BESRO NS AICIIE LIS 2 h
3528 [9.3.1 5]

11.2 Z2OOEIER

5%LL k. 0. 1~5%Ail 0.1%AKd | HEAY
Hibs TR B [BE, TS, . fE Dk TREE
MEER G (R, AR, A, BRI
W, =elr. I8 | BbkSURE
W 85, €9,
SRR
P AST. ALT. LDH.
y-GTP, Al-P® -5
IR E LR HEV . 550
&, IR&
iR Al MG R ER A
Z DAt LU, IS O IE,
Rord A, 1ETH, 16
B B mh) e
AMAE, M7 39 —+¥
5. HDLaL A5a—
ETF, BT BT

14, BRAEDEE

14.1 FHZMAEFOZTE
PTPAEDIEFIIPTP Y — 25 ) L TITS 5 & 9 6
T5I ko PTPY — PORBKIZL ). M HEA A EE R
AL, EIZdilae B 2 L CHERR 955 0 | % & 0HE &
BT END D,

16. EHB)RE

16.1 migE

16.1.1 BEKES
e AT T-(1040) 12 2mg™ & Bl 5 L 7e 35, B pic R
7)) K= 23 S e ny,

16.1.2 REHRE
TN 7 (640) 121110, 2mgl H 3[E, 7 H M E#HR S L 76,
MAEFISR 7 ) K= 2 S vy,

16.3 0
7 v MZMCI R 7Y R— A 1mg/kgHml¥z 5 L 72 3 5% C g e %
VT HANOBITFAD SN T DY,

16.5 BEitt

16.5.1 fEHEH A 1 (644) (Z1[10.2mgl H 3, 7 H M S AE# S L
Wt RAICR 7 ) A= 2 S vy,

16.5.2 7 v MIZ[MC] A7) K — R Img/kg H a5 L 723 ERC
Ry BTAOPRISIZZ N ZNHI5%. BB TH LY,

1E) KR SN T B AF O R O EIET1IM0. 2mg % 1 H 30l £ 12 A
853 %0 BRI O AR B MO L E TIRIEEE0.3mgE THRET 2
ZENTEDLTH S,



17. BRERRGHR
171 BEHMERCRLMEICET 258
ERAROEZBMEOLE)
17.1.1 ENSET - THEEER

A VA IRAFTIREIR G, A~ R ) ARAFTURE RS 0 % B
ZXZIC, 1H0.6X130.9mg %, #15- L 7= “H B M Eod BEk
B & O SRR SRBIC B\ CL df RS 86 Ot BE 55 &
NF=BTTBIOBEIRIF ORI PN AHII KD LB Y TH BV,

R 955 D 5 1Y BiE | AEEUGEDLL | BEGGED L
A VAN ¥ IHRAFTIRE RIS | 812 371(45.7) 613(755)
A v A ARAFTURE R 65 31(47.7) 47(72.3)
il 877 402(45.8) 660(75.3)

e, () MNERF -1 v b
AR BRI DL ¢ T ) + [ R
FROA R VRSB IR RS A MR L L ZEEMIL
B IGRBR ORGSR, KA OHHEATED 5T 599,
T2, BHEBEOARDEBMOARL ST, £ A0 A
FRD0 3 2 W IZRR TR B T AL VY o BB I BV T H &
BBEMBEOWHELEND L TIHEMEDPRO LN TV D, EHIT,
R 5508 CE3#% 557 2 H) TR0k AR S
N, ZELMAET Y PO — S5 TWn B0,
KR E TORBTIZ, 1H0.6mgX130.9mg% #5- L 7296551}
15481 (16.0%) \ZFRRMAAE O F5 2 S LRIEH 25580 ShTw
%o FERRWEIE TR (4.0%) BUEBE (4.0%) . BEERIE N (3.5%)
HCThotze BB WREHRBHLLY. 2o ofREGEITE
JO BB, BEERIZ G, TR B OV S5) 1, SEFLVEITICR R §
BRWIHEE D537 - B LD TH L EEZ N5,
(MHHERE R (2 B T 5 2BUHE R O FAE M)
17.1.2 ERE MHEHER
T RERE LR 24 Ly omIMERE, IR, ML (Body Mass
Index : BMI 25kg/m*Bl_E) & % \ > 1325155 DIPN 4 FR 35 5% B JEE
WENRPEET L EZ RIS, FEE - ERIBEEICIZ Tl
0.2mg% 1 H 35 L 72 — 5 B MLl bk CFIg 85 0 $4336.7 =
254.0F1 1)) DRGSR, Tt FHIGIE 1S 33U % 25U B IR RS A T B AR
KA 5-BET50/89761, 75 L KEET106/88161TdH 5o
75 L RBEH§ B AH G5B O — F I (R195%E X ) 1%
0.595(0.4334-0.8177) Cdh % (gl v 75 » 7 #uE : p=0.0014)2",
LB, 2RBEREREBATRIINEOLBY) TH S,
100 4
90 4

80 4

70

60

50

0 (H)
AFLG (B (897)
77K (881)

24
(736)
(765)

48
(326)
(385)

72
(146)
(180)

96
(80)
(120)

120
(49)
(73)

144 168
(29) (15)
(33) (16)

192
(1)
(4)

2RUBE R AT

5B fi48 I IR 5 B ARI6 R RS 11
AH e 51 26%(1.53 - 3.68) 4.8%(3.13 - 6.44)
77 &R 7.0%(5.23—8.73) 13.2%(10.59 - 15.85)

() T 95% 15 45X 1]
KB T TORBTIE, 1HO0.6mg % £ 5 L 72951 1 452 1
(47 5%) [ RO B4 2 S HEWE AT b Tw b, Tk
BIPRS00 (17.4%) . LRI (13.1%) FH1(12.0%) 5 Tdh > 720

18. ZExhEEE

18.1 {ER#F

18.1.1 AHANZ, B2 BT R & B0 2315 8
BURRZ (a-7 Vv a vy —8) 2 llE L. S OHAL - Bz
FIE S5 T LT ) BB 2T 52,

18.1.2 77 /NBHk~ VY —E LAY F—FBITH L TT A NVK—
A LD ENENR208 K OBV EEH 2= L. T v MME
HR~ Vs —EROR Y 7 —CHEEERIEENENT AV E— R
DRI27085 B 19085 T % (n vitro)o — i 7 % RO v b Ea-
7 I 5=V A HEEHIZT A VE—Z2AD#1/3,000TH )
B-7 VAT F =B LB EFREZ RS W2 (0 vitro)o

18.1.3 5 v MMNEHED A2 5 —8-4 V<V —EBDOEERD
PR KRR\ 59 2 BE ML A RPN TH 5% (0 vitro) .

18.2 M¥E_EFMFIER

18.2.1 IEHW T v MIRIO®S L2%E. TAM. <V EF—2ARD
A 70— AAMEOMNE LA 2T 25, Zva—x, 7
7 M =2ZARVT 7 = RAAMBEOMNE EF IS L TRERTH
%% (in vivo) o

18.2.2 fEEHERAIC A 7 B — A A & T WIFERE T R & illE L7z
& A, ARFN ORI BT 2 M08 - HHEH R
BRI 7 RN 20 B OB R WINHE L. F oM R
ELTOWRNBEIZL 20 LHfEESNES,

19. FRHRSICET 2EE2MMA

—f4 © R R— A (Voglibose)
1b42% : 3,4-Dideoxy-4-[2-hydroxy-1- (hydroxymethyl)
ethylamino] -2-C- (hydroxymethyl) -p-epr-inositol
53X - CioHaiNO7
o3t 267.28
R Aok R U REORETH 5. KITHD THEITR
F < BERR (100) 1297 <L A7 7 — s < <,
Ty 7 =1 (99.5) 1D THIFIZ { vo 0. Imol/LIEMER
WA %o
R
H OH
et
Ho/jl/NH OH
OH
HO
22. ‘A%

(KT YKR—Z$80.2mg[RAT/V])

100$%[10%% (PTP) x 101, 500$%[10%% (PTP) x 50]
(R UR—Z$§20.3mg[RET/\])

100$%[10%% (PTP) x 101, 500$%[10%% (PTP) x 50]

23. EEH
1) Morseth S.L. et al. : 3£BL & A, 1991 : 19 : 4325-4340
2) Morseth S.L. et al. : #F X G, 1991 : 19 : 4375-4396
3) FEELE ¢ LB ER. 1992 5 26 ¢ 283-294
4) Wi 7 i L . 1991 5 19 © 3639-3649
5) MR fi: PEFEOHWA . 1992 ;160 : 943-971
6) MIASSCHE b BREERCAE . 1992 5 22 1 573-591
7) MLIIFRHE Al BT & K. 1992 5 41 : 20-28
8) hAESEIL b L B, 1991 5 28 1 2315-2323
9) FRESEEE M ERkEBE%E. 1992 5 69 : 3997-4010
10) SRR S Al 2 BERRAG. 1992 ;5 35 : 633-640
11) el 1 1992 ; 12 : 239-250
12) HyEE : 193-205
13) R 1 123-135
14) ARR - BE b : Bt L HE. : 255-265
15) JsRissy i - S L R : 887-899
16) ZAVHIEE fih - Btk & WF5E. :919-932
17) ZAPHIEE M Btk & WF5E. 1 235-244
18) wAS Bl i B & k. 1 2-18
19) /NG il : SR L B3, 1992 5 29 : 241-252
20) HEHISCHR b o Bk & BFZE. 1992 5 69 : 1309-1322
21) Kawamori R. et al : Lancet. 2009 : 373 : 1607-1614

Medicine.
1992 ; 41
1992 ; 27
1992 ;5 29
1992 ;5 20
1992 ; 69
1992 ; 69
1992 ; 41

: Progress in
HETE R4
DRI



22) /ANEHZ Ml HAREE - R AEE. 19925 45 27-31

23) HRHEMR Al : BEARRCAIR. 1992 ; 22 : 451-458

24) WH fir A P EAEHE. 1991 5 19 : 4105-4117

25) Odaka H. et al. : J.Nutr.Sci.Vitaminol. 1992 ; 38 : 27-37
26) WH fir A P HEHE. 1991 5 19 : 4451-4456

27) /ANEHZ Ml HARSREE - fofYAEE. 19925 45 1 33-38

28) ERRLREG A P AHE. 1991 5 19 : 4457-4467

29) /NERMZ B P AEHE. 1991 5 19 © 4829-4834

24, XEEERERVUEVEDESE
RH7 /N7 7 —~<Hatt RH7 DIt ¥ —
T453-0801 #Av Rl KOKE—T H243F 115
TEL 0120-923-093
ZAFHER] 91 00~17 : 30(LAMH - BARER 2 K<)

25. RIRHFEFLDER

i B 1 S 2 BV % 28R BRE O FEREINH (7272 L. SR

CEEREZ T T THEBE SN WIGAEICHRS.) 2 HIY

AR 28056, RBGEH LoXUWE2 D ToLB) L5562,

1. T4 A 52 (22 B8 W5 IUBE 23 126mg/ d L A 2> D 75gRE 11 7 7
i 4 A 5% D IR 25 T A 140 ~199mg/dL) & HIlr S 4u, Bl
PRI FEAE PN O FEAR T I B A R OB HE %2 3~64 H
BT CAUHINT, POBMILRE. RERGEE® MY 7
)+ 1) FIE, KHDLZ L A 7 0 — VIIES) Oz 3k
PREL LTAHT2EAENLET LG, PRIBEH
ENrdborkds,

2. PRI O R EMN . TERERE SR & R L 22 AR (I
WiL72EHH & ZORE) . BRI L O EERLEL3~67
HRAT - THEGEE SN h o 728 K ORI E SRS R
SEDFBWT 4 % RIS %0

2. BEIEEES
26.1 BERAET
REF/IN\ 77—V
EEH RN AR —TH24% 113
26.2 BR5e

HAZRIE GRS

KIERHHREKEEHTOTEIES

AGDO00052 001
AGD00053 001
AGDO00092 001
AGD00097 001
-4 - 001



