2018 4F 4 A&GET (58 2 hR)
H A AERS Th /0 JE 5 873969

EERMAVAEL—T+—LA

BARREFIENED 1 FEoHEE 2013 [ZHEH L THERR

BB MR EH
BARERT RJJKR—XiE

T Uik—RAs0.2mg NP
TV iR—X5:0.3mg NP

VOGLIBOSE TABLETS

Al % | BEAl (GeEe)

A o HOH K | AGEERN EE-EMEOLLEICLVEMNTLIIL)

ATV AR—AFEO0. 2mg NP
1&g BARIEFS AT UVAR—AZ 0.2mg

A El
R = " A7V R—ZEE 0. 3mg NP
1&g BARIEFS RT7UAR—AZ 0.3mg
M4 - A7 UR—A (JAN)
— ik v

4 : Voglibose (JAN)

BOEIRGEARRAEA B : 2006 4F 3 A 15 H
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FEoeFA A 12006 4E 7 H 19 A
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I. BiZICEAT HIER

1. BAFORE

AT VR—=R I AR THEEINTZa - Va2 X —VORNMLEEHZH I 58
RIGEFZIBIMPE L ER THY VY, 199412 EishTn5b,

RN VR—A%EZNEN0.2mg, 0.3mg ZAHT DA 7Y AR —ZFE 0. 2mg NP KUK
JUR—ZFE0.3mg INPJ 1L, =7 07 7 —< WP HRBERL L U CBRZAm L,
PEERFEE 481 B (A 11 4 4 H 8 H) TS X BLE K OVFRER 715 2 3% 0 I 58
AW (R S PE R R 2 M L, 2006 4F 3 1 I KFR A S, 2006 4F 7 AR & B 4G
L7z, 2014 4F 2 HiCid, BEREAREZ =7 a2 & Mk L7z,

2. Ba0BHRFH - HEPHEE

ORANT, BB IRV T WD O B~ O M 2 18 5 “BEBUKARIESE (o -7 b
A=) ZHEF L AEEOHEL- W ZBIESE D 2 L1280 &% oz
= A

ORRRBIICIE, BERF O BRI IEE O (7272 L, RERE EHRIELZIT-> TV
D BETHORARPFTFONLR OGS T & FRE ETFRIEICIN A TR A b
BT A L<ITA A CAIZHEH L T D BETHORIEPHFELNLR VY
BICIR D) (MHFERE SR T BT D 2 RUBE IR O FAEMH (B2 0. 2mg D AH) (7272 L
BERIE - EHFIEL T OICAT > THWESNR WL AR D) ICAHHAENED L
nTnd,

OFEKXRZAEMEM & LTk, (Kl bE, WEPAZE, BUEATK, EELQITHEERS., SHE,
HBEENHODONDLZENH D (BEARH),



. BAWMICET HEB

. BRE4
(1) #0 % A7 VUR— A 0. 2mg NP
ATV R—AEE 0. 3mg NP
(2) * % : VOGLIBOSE TABLETS

(3) BMOBEE: A THHR T VR —ZICHIE KL NG E A #H L, NIPRO
™5 NP ZFFL 7=,

S

(1) 0 & (&GRE) : A7 VA=A (JAN)
(2) # 4 (#&4%) : Voglibose (JAN)
(8) AT L - PLEIEER (AR T I RRUAD) @ gli

C BEXXFTRER

- NH
fﬁjf OH

. HFRKRUHTE

55 T2 1 CoH,y, N0,
Sy : 267.28

- AEFER (RE)

- BR%, A&, BS,

3, 4-Dideoxy-4-[2-hydroxy-1- (hydroxymethyl) ethylamino]-2-C- (hydroxymethyl) -

D—epi—-inositol (IUPAC)

CS&S

R L

. CAS 283 &=

83480-29-9



M. 58519 51EE

1.

MELFHEE

(1)

(2)

(3)

(4)

(5)

(6)

(7)

MR - AR

& DR X T mIEDO MR TH D,

B

AKATHR O T T3 < BERE (100) IZITR0d < A% 7 —izidic< <,

T X 7= (99.5) ZHRD TEITFIZ W,

0. Imol/L HEFEEFIKITIE T 5,

i 1%

M ER R L

e (DR, BR BESR

fls 0 163~168°C

BRIG R TR

HEER L

DEFZRH

HMERR L

ZDHDFEGIRMEE Y

FEXEE : [a] 5 4+45~+48° (BiAMICHE L=t o 0. 2¢. 0. Imol /L Hifik
A, 20mL, 100mm)

pH @ AKfh 1.0g 27K 10mL IZ¥E L7 D pH X 9.8~10.4 TH 5,

2. EHAHOEBERTICHTZREN
AR L

3. MBS OEBRBE Y
AAKRHOERRE LD [R7 Y F—R | HRRBRIEIC LS,

4. BHRSPDEEEY
AR HFOEERLE LD [R7VR—2) ERIEICLD,



V. &H|ICEAY HIEB

1. Fifz
(1) FRORA, HEERVHER
D X5 g2 (R 8E)
2) S B OPEIR © FRERICRE

AT VR —AEE 0. 2mg A7 VU AR—AEE 0. 3mg

BoE A& NP INP)

€
R

O

[
|

i fLN HEDEIRAD F i EREROES
IR B (mm) 7.0 8.0
E | EX (m) 2.7 3.1
S HE (mg) 140 210
Akl = — N NP-311 NP-312

(2) HEOYHE  ZUER R L
(3) #Ala—F : ERERICHHE
(4) pH, ZBEEL, #E, LE ZHEOERUVRELG pHESF 49 ERRL

2. HHOMEK
(1) E®ES GEMED) OEE
A7 YR —AEE0. 2mg NP
LR BARIERFRS KT UVHR—2A 0. 2mg
A7 YR —AEE 0. 3mg NP
L#EH BAR¥EFH A7V R—2 0. 3mg
(2) &Hmy
BRI, PyERasF o7y, b RaxyFubt b lo—2R AT
TV VR SRV T A
(3) £
BN



3. BEH, AKONBMEICHT HEE
Y LR

4. HEOBEEHTICEITLAREN
0 R
AR - 4021°C, T5E5%RH
DR 7Y R — A$E 0. 2mg [NPJ 2

PTP @l : @i (KR Uik =1« 72 §HE)
HE KO ARERBEMAEF | 1WA | SHHA® | 6 A%
PR (BB #EiE) WA WA WA WA
e 8 S BR WA WA WA WA
100. 3~ 99. 6~ 97. 6~ 99. 9~
4 & (95.0~105.0%)
101.5 101.0 101.5 101.5
(n=3)
NTEdE g EE (T =T AR
HH KO RERBHAGH: | 1AK% | 3HHA% | 6 A%
PR (DB AV FEEE) WA WA WA WA
e 28 7 BR WA WA WA WA
99. 9~ 97.9~ 98. 3~ 100. 0~
4 & (95.0~105.0%)
101.2 100.9 100. 4 102.0
(n=3)
@R 7Y R —AFE0.3mg NP ¥
PTP A3t : Adkighae (RU (e =1 « 7L 3 {H)
HH KOk RERBHAGRE | 1AK% | 3SHHA% | 6 W A%
PR (A0 FEEE) WA WA WA WA
e 28 7 BR WA WA WA WA
97. 8~ 99. 5~ 99. 0~ 99. T~
4 & (95.0~105.0%)
100.7 100. 1 101.0 100. 0
(n=3)
NT s IR RE (T = v A48
HE KO ARERBEMAEF | 1WA | SHHA® | 6 A%
MR (B0 FEE) WA WA WA WA
e R S BR WA WA WA WA
97. 6~ 99. 3~ 98. 9~
& (95.0~105.0%) 99. 1~99. 8
98. 4 100.5 99. 8
(n=3)




R W17 A7 Bk

RERSAE  2512°C. 60+5%RH

DR 7Y R — A$E 0. 2mg [NP] ¥
PTP @i . gl (FUElke=1 - - 73

VI IF— M7 4L AE8))

9 (RYyxzFLy R Far' L

H B K OVEL# FRERDHAGHY 6 W A% |12 A% |24 A1 |36 A#
THE IR 0)%”,7
X (RBOFBRAY | W ol w & |la & | @ & | @ o
FPE)
file 5B B WA — — — WA
TR — P B WA — — — WA
98. 6~ 98. 2~ 98. 4~ 99. 0~ 97. 0~
A& (95.0~105.0%)
100. 5 98.9 99. 7 101.5 97.6
(n=3)
NTEEE B (AT IV TR
TH B K OVEL#S FRERBHAGHY 6 W AL |12 A% |24 A% |36 A#
PHER 0)%'/(7
Pk (A OERRA Y & o N N & o & o
#Z§E)
file 5B A B WA — — — WA
TR — R B WA — — — WA
98. 6~ 99. 2~ 98. 4~ 97. 6~ 98. 2~
S8 (95.0~105.0%)
100. 5 100. 2 99.9 98.9 99.5
(n=3)

@ﬁfUﬁwxﬁOJMFWJm

PTP @i . MiEREE (KRIUEIke=1 - T IH (R)=FL oy - R oL
Y7 IX— M7 4 LEE))
H B & OB FREBRPH LA 6 W AR | 120 At |24 Atk |36 0 A #
PR (B0 FEEE) A M A M A WA WA
fife 78 A R N — — — N
L) 2 — PR HWoA — — — HWoA
B (95.0~105. 0%) 97. 6~ 96. 1~ 95. 9~ 95. 8~ 96. 9~
99.0 101. 3 98. 2 96. 6 99.0
(n=3)
Ttk miEEE (TAIT7IVy TR
H B & OB FRERPH LA 6 W AR | 120 A% |24 A% |36 0 A #
PER (A0 FHEEE) ey WA WA oA oA
fife 78 A B WA — — — WA
BIFI ¥ — PEER WA — — — WA
4B (95. 0~105. 0%) 97. 6~ 96. 9~ 95. 9~ 96. 2~ 96. 7~
99.0 99.7 98.5 98. 6 98.5
(n=3)




A B R 2 D T RIRAERBR (25°C. FAXIEE 60% ., 3 4E[]) OfER. @
DI GHIRE FIZB W T 3FERLETH D I & PR ST,

CARERUVBBRORENL

BA=RRANA

CfeF e DEAELE (MELEFHEL)

AR L

. AHH

WHIZE B 3507 2 Bl
OR 7 VR — A0, 2mg [NPJ 9
(T FEI S O LAY FREERBR T A K74 2 FRk 94 12 A 22 A fFEIKE
55487 5. —HBIE  SERK 13 4R 5 H 31 AATEEFEEE 786 5 ))
ARER G - BRI G R BRIE R R E (X RLiR)
B
ARBRIE OIEE : 37£0.5C
MBI O R 900mL
AR R cpHl. 2= H AT g BRiES 1R
pH4. 0=0. 025mol/L 7 = ERWZIZ 0.05mol/L U »fE—/KFEF b
Vo Lk AEMZCTpH & 4.0 &%
pH6. 8= H AHKJG S A HERBRIESR 2
K
AR IE O FEK ¢ BIEREL 50rpm DG pHL. 2, 4.0, 6.8 M TUVK
El#5% 100rpm DA pH4. 0
HIE B YE  BRERA O R L | BEERF O FHE R &R T 5, TT
DOEHRBREMICBNT, UTOABEICHET L, %L 15,
TEYERLF O SR RN HE S =B LLNIC 85% 2T 5
)
OREAERLAI 23 15 53 LANIZ -8 85% UL B3 254
AR ELANT 15 3 LN ) 85% U B+ 5,
OIEERLIF AN 16~30 0128 85% LA LI T 2456 ¢
HEEE L D S 3R 23 60 % B TN 85 % A3 0D 3 24 7 2 I AR d U
T, AR D A B U L R VR Y B 0D S RA R SR 15 % o i
“d 5,



RS R  MESEMRBR T A RT7 4 it o TR Z Y R —ZAEE 0.2mg [NP) & fEY%E
WA OV M8 & g Uk R, A oBH BT EE L Tns &
YW L 7=,

BRI pHL. 2128 1F 2 V-5 H ith

100
80 r
&
H 60
# 10
—~ r (o] .
% / —&— YU~ AR 2mel NP
= 20 - ENH
[V & 1 1 1 ! 5 4
0 5 10 15 20 25 30

B (5
BRI pH4. 0IC B 1T 2 3 H th 4

100 |
= 80 r
ﬁﬁo-
% 40 r . — o A~ R4R0 2mel NP
i a et P
D b 1 1 1 1 1 1
0 L 10 15 20 25 30

2B (4)
BRI pH6. 8IC 31T 2 ¥ H th 4

100 r
80
60
40
20

0

() ¥ EE o

5 10 15 20 25 30
A EE (53)
FUBRIR KT I 1T D i H

o

100
R 80
H g0 |
4 o
g 40 r & — o =20 2mg T NP |
~ 20 —-->—-- M
o0 C 1 1 1 1 : :
0 5 10 15 20 25 30

AR (9)

i87



SEREpHA. 0 (4845 100rpm) 123515 A L2 H il

100 r
3 80
H g L
£
= M 2 —o— AU~ AR 2mgl NP
% [ A= A0 2mg NP
T 20 /g et 1
0 ‘J 1 1 1 1 1 1
0 5 10 15 20 25 30

AR (5)

@R 27V R — ZEE0. 3mg [NPJ 7
(T FEEIR D OEYFENRGEERBR T A K742 FRL 94 12 A 22 B A E3KE
B 487 7. —HBCLIE PRk 1345 5 A 31 HATESRE 786 7))
ARER G - BRI G - BERBRIEE R BRE (X RLik)
AR SR A
BRI OILE © 37+0.5C
AERK O R 0 900mL
BRI :pHL. 2= A RIS FERBIESE 1K
pH5. 0=0. 025mol/L 7 = > BE{RIC 0. 05mol/L U > EE—/KFE T k
Vo Ak AEMZCTpH % 5.0 &7 2%
pH6. 8= H ARHJG )7 A EEaBRIE S 2 K
K
BRI OFESE ¢ [BlEEEL 50rpm DS pHL. 2, 5.0, 6.8 KL TUK
[l #5% 100rpm O ¥4A pH5. 0
HEFEYE  RBREA O E R L | EERAOPEHR L KT 2, 7T
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PR 23Ty D & B~ D S fif 2 1 5 ZWEREOKREE SR (o -2 1 3
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EMEEMTIRBRE
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(Mean+S.D., n=28)
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ABEL. BHEESTZMH L0250 T HERNELZ HoICBIE L,
RENBOONLEGEEICITELICEEGZ T LT 2572 EWEU) 0L E 217

(3) £t al/EHA

NS BB

HoAb /| ML RO, BRGSO EGE. RENS. MR, ERE. RAK
AR, oL, WEE, B B, DR, RTERE
5 i 28 e o SR A

B BETY | . T O RN EUE

BT B | AST(GOT). ALT(GPT), LDH, y -GTP, Al-P ® L5

BHAER | OEV, R, S50, IRK

1 | A, R R ER D

£ O f | LU, BAEFOEE, RONTH, IZTH, BRI,
B, &)y AidE, Mgy X7 —8 kA, L =
VAT o —URF, EIT, BE

ENZDOLIRERICIIRGEEZPIET S &,

(4) BEABIERAEREERVERREERE—&

EEE R L

(5) EMEE, GHE BEEERVFHOREFERINOBERAREEMAE

R L

(6) EMT7LLFX—ITHT HEIERVERE
2. XN AE Lz OME (RAIEERZEGT) |OH
8. ®IEM I DIH  Z& M,

9. BlmE~NDESES

— R EEE CIXAEKBRENME T L WS T, KHE (Bl XX 1 [E& 0. Img)
MOBGZBBRT S E L LIS, MELEOHEASEROBIICHET Dm0 L, #
W HoICBRE LN GEEBEICKRETSH I L,

10. 3R, EiR, BRIGF~AOERS

LTV, ]
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