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RTZVR =L, a7 NavZ—CBHEEOELEPIC, MMEOBEER T NOHE LI
Valiolamine D %< D N — & HAFHEIRD B3I EHL7-, Valiolamine D72/ FE7 Vv r—/L o koK
FRFE LG A LT L MK YRR ICH 2 E Th D,

R VR =A%, /NGO ERMBIAFAE S5 UK RIESR (o -7 Va7 —8) R IR EL .
FEFE D B2 - I ZAN I L CL B O IMFE O UEEA & LT AFTIL 1994 4F 9 BIZHEINT
W5,

i ASRRR AU AR TIE, P2 — L EE 0.2mg+0.3mg ELC, 2005 4F 3 A ICRILERKGRAE T, R4 7
HIVFFELTND,

723, 2009 4F 9 AIZER PG IEDT=0 | lR7e4 2R 7 VR —AE 0.2mgl #7141 +0.3mg [ Z 717 J1T
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e AEICBT 0 AARERS L,

2. HROABRFHN - HHFREE

(1) THEEUKIREES (o -7 N as X —8) 2@ IRAICPLE T 5,
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(3) BFRIE - EHFETHORA RGO TED, (BFFRIE - BERIEDOREZIT>TND
BETIE, &G OBRO R A 2 FFFEIE 200mg/dL LA 2R 935512 RS, )

(4 B0 MmpERE A SUIA L AV BRI TR G E T TED, (BFRE, EERIEIC
DA TR T S R A S 3o A BRI A T L QD B Tk, & 5 O BRSO 22 JEIRE M E %
140mg/dL PA L& B % LT 5, )

(5) ERZRRIEREL T ARIAE, MrPAZE. BUENT . EEEZRNTFHREMEE | SE, BRI ZFIC
BUAET =T MEDOHBEICLDEREENH DL ERH S, (V. 8. (2) FEXRAEME
A & FIHARER | 2 )
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5. {L¥& (MAE)

3,4-Dideoxy—4—-[2-hydroxy—1-(hydroxymethyl)ethylamino]-2— C~(hydroxymethyl)—p—epi~inositol

(IUPAC)

EEES

6. EA%A. B4, BE.
Friz/al

1. CAS EREB=S

83480-29-9
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H DG b XU TS O K Th D,
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FKAZHRD TEE T 77<, BEEE (100) I2IE 109K, AX ) — /W ZIEITIZKL, =4/ — 1 (99.5) (2D

THEIFTUY,
0.1mol/L HEFEEEIZIEIT 5,
Q) HElE
P E R AL
4) Bhs (DR | B, BES
il A1 163~168°C
(5) BAIGEMBTELR
LU ERH AL
(6) SERFREK
L L
(M) Z#DthdE % RIEE

WESCHE: (0 )B4+ 45~48° (BiAMITHREL7-%,0 0.2g. 0.1mol/L ¥R, 20mL, 100mm)
pH:9.8~10.4[1.0g Z/K 10mL (2R L7=#K ]

2. MBS OEBEHTIZH 1 SRER
A YPRRL
3. AN ORBEBRA
AR VA — 2 OFERR I 5
(1) FREMRILAS M RE B (SUEH Y DEERITE)
(2) BRI A I E s

4. AYPRSDEEE

HRBIARZVR—=2OEREICED
TR 15
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1. #l¥
(1) FREORXA. S8R OHER
fh 4 R VIR—AEE 0.2mg [H 4| R VIR—AEE 0.3mgl X% |
A " Fiea~H T, - "
o FEL RO B HEERAEORE
2 m /i)
B £ (mm) @
$7.0 #18.0
e O | O
H X (g
#J0.13 %5 0.195
1] iq] — —
= X (mm) @06 9.9
(2) HE|DHHE

FREERER (H /) :30 70 LAY
i i - 58.8N LA I
KRS T.0%LL

3) #Aa—F
RTUR—AEE 0.2mg [FH5 ) R VR —ZEE 0.3mg FH4 |
TTS-350 TTS-351
4) pH, BBEEL, #HE., LE, BEEOERUVREN oH 2%
AL
2. RFIDOMER

Q)

ARTVR—AEE 0.2mg [H A4 | RZVAR—AEE 0.3mgl X4 |
1 &g RZVUR—2 0.2mg 1 HEH AZVAR—A 0.3mg
(2) &y
A7 VR—AFE 0.2mg X4 ARTZVAR—AEE 0.3mgl X4 |
2 VLY R NS = AN A o N = & Sl I =/ L/ I N o = e DA AN AN o N = & SV
ot Lo —A AT TV~ T XA Lt —2A AT TV~ T RN
(3) Zmith
B 1BANA

B CEMERD) OEE




3. BAA. A DLBHEICHT HEE
BN

4. RAOEEEHTICHEITEIREMR
(D) EWIRAHER (=) 2

B AL AE R A O B ISR AERER (RIEL., 36 # H ) OFE R, 3 FFEZE ThAZENHER ST,
@7 UAR—AFE 0.2mg X4 |

VI ==2a k" BryhdFELD)
BRLAIRE 12 hH#% 24 n A% 36 » A%
PR FEC, FEIC 0B OH L8
TR IR WA — e
A S (30 43LIP) 3.0-8.4 3.9-9.8 4.1-17.6 4.3-7.9
E R 99.6-100.6 97.6-103.0 99.8-100.2 99.9-100.4
FEAFZR(%) 100.0 97.6-103.4 99.5-100.6 99.5-100.5
INT )k (1 ek
BRGNS 12 h A% 24 n A% 36 A%
PR FHET, FEIC BB R EE
TR ARy — - HE
i HE (30 53L0P) 3.0-7.5 3.4-7.6 4.3-5.5 5.0-6.9
E R 100.0 101.9 99.5 100.5
FEAFZR(%) 100.0 102.0 99.5 100.5
@R UR—REE 0.3mg [HH#]
TAI AR B rvhOELD)
B hhE 12 » A% 24 H H % 36 w A 1%
PR H O REE
friesRakliR e — e
fi - HE (30 3L0P9) 5.7-11.9 6.3-12.4 5.8-9.0 5.1-8.6
E R 98.5-98.9 97.2-99.1 99.0-101.4 95.1-97.9
FRAT- (%) 100.0 98.3-100.4 100.3-102.9 96.1-99.2




INT gk (1 ek
BRGNS 12 5 A% 24 H A% 36 » H#%
PR H O REE
TR IR ARy — - HE
i SR (30 3L0P) 8.6-11.9 7.9-8.6 5.1-9.5 5.8-9.3
E R 98.9 97.4 99.2 99.6
FEAFZR(%) 100.0 98.5 100.3 100.7

(2) MR (40°C +1°C., 75%RH £ 5%RH) * ¥

ALz

==,

O ZEBLN A T TR

@R/ VAR—AEE 0.2mg X H 4]

PR (40°C, T5%RH, 6 % H)DRER. 3 ML E THHIENHE

T ANk (3 hDELD)
B AR 1w H#% 3HH% 6 4 H1%
PSR FAT, F I R 0H L8 EE
P TE (%) 100 100.4-101.6 99.8-102.1 99.8-101.3
@7 UAR—AFE 0.3mg X4 ]
BT A BayhDFEELD)
BA hh I 1 n A% 3 H A% 6 1 H 1%
PSR H (O EREE
FRATZ (%) 100 99.7-100.4 101.0-102.0 100.8-102.0
(3) Mmitalbr (%)% 9
@7 UAR—AFE0.2mg X4 ]
IR (40£2°C, HE, "R DE])
BA hAIE 1 H A% 2 H A% 3 A%
PR F A~ 5 AT, AT 0 BIROHLHREE
i (N) 76.9 65.5 69.6 49.4
RREE(53) 8.4 14.0 12.9 14.9
FRATZ (%) 100 98.9 98.4 100.3
JE (25+2°C, 75+ 5%RH., %, B
B AAF 1 n A% 2 A% 3 A%
PEAR A~ H AL THEIC o BIRO SO EE
i £ (N) 76.9 29.2 26.9 23.2
RAEE(SY) 8.4 11.5 16.4 15.6
FEAFZR(%) 100 99.0 99.0 99.1




7 (10001x, S RAT)

6. ftbFl & DESEL (MELFHEL)

Rl

B AR I 30 J7 Ix+hr 60 J7 Ix-hr 120 75 Ix+hr
PR A~ AT, FiEc B0 06
A E(N) 76.9 44.9 41.1 39.7
AREE(5Y) 8.4 14.6 13.8 12.8
FRAFR(%) 100 97.9 98.0 96.6
@R/ UR—A$E 0.3mg [FH4
TiLEE (40 +2°C, O, KU A D)
B AAF 1 n A% 2 A% 3 H%
PR 8 ~H7 5 1 A O RREE
i (N) 88.3 81.7 80.4 63.1
RREE(5Y) 9.5 16.9 15.6 17.0
FRATR(%) 100 98.4 100.6 97.1
JJE (25+2°C, 7T5E5%RH., 3G, B
B A b 1w H#% 2 n A% 3HA%
PEIR H L~ 1 AOBREE
fE FE(N) 88.3 30.1 31.9 26.7
AREE(5Y) 9.5 14.5 15.1 17.7
FERATZR(%) 100 101.9 103.0 101.0
Ot (10001x, S RAF)
B AAiF 30 77 Ixhr 60 J7 Ix-hr 120 J7 Ix+hr
PEIR F o~ 5 1 A O EREE
fE FE(N) 88.3 54.9 54.2 48.5
AREE(5Y) 9.5 14.4 16.9 17.3
FEAT (%) 100 99.5 99.8 99.8
. ANERUBREODREN
ML




1. B
(1) =W RV S MERBR T AR T A N2 331 DA UERIK L OYR H X B O 24T )
(1% 38 =L DA R RV SRR AR T A (R 13 42 5 A 31 HIEEHKEIRRE 786 S/ J
\ZHE> TR AT T2 o728 24, MRFIEHIC A TORBRIEAICTB N THARTAANTTREN T I
AL, ANHIEAEERLR OFE H @) D3R CTh D ZEN R STz,

@R VAR —AFE 0.2mg X5 | O R
A B k. /K. pH 1.2, pH 5.0, pH 6.8
Bl 85 H f4y 50 [BlER, f57 100 [B14E (pH5.0 O A)
SRR 72l
B ERBRYE: BRI ERBRE SRV ik TRt
Gy M 1B SRS RTROCEERE R

100 i - e .-
80 80 <o
§ —0—7r|';7;;g|'\’—1ﬁ0.2mg § +7rk;7j'J'gﬁ—Zﬁi0.2mg
# o EH # % o A
g 40 (fE#l. 0.2mg) % 40 (fE#l, 0.2mg)
BRI K SER®:pH1.2
20 ElEL ¥ : 50rpm 20 @iﬁ&:?Orpm
0 . L ! 0 1 1 |
0 5 10 15 20 25 30 0 5 10 15 20 25 30
BRI B RE(5)
- ARG YKR—RXEE0.2mg
r4h4)
100  —O—1RERH i0 +  —
($£#. 0.2mg)
g.: 80 —o— ARG YEKR—X§£0.2mg
2 60 [357%1]
i —O— IR H|
7 40 (G, 0.2meg)
BRI : pH5.0 20 HAER® . pH6.8
[BElE5 %% : 50rpm B &% : 50rpm
L L I} 0 Il Il I}
0 5 10 15 20 25 30 0 5 10 15 20 25 30
BRE(5) B RS
0 + 000 &
80 e R
§ RTUR—X§E0.2mg
< 60 r2h4)]
W —O— EEHAF|
g 40 (f#l., 0.2mg)
20 S ER R pH5.0
[EIE5# : 100rpm
0 L L I}
0 5 10 15 20 25 30
BFRE(5)



@R VR—Z$E 0.3mg [#H ¥ | O H bR

# B k. K. pH 1.2, pH 5.0, pH 6.8
| #5484y 50 R, f45 100 [BlEL (pH5.0 D)
FmiErEAl: 7l
B BRI HREE SRV E ) TRl
g7 M B AT E R RIE TR
100 F e 100
- ‘.-O--“--“.-
3 80 —o— KT YR—RX§20.3mg e %0 © —&— 7R —R6E0.3me
# —o— BERH W o EEMH
%40 ($£%1. 0.3mg) H 40 (A, 0.3mg)
’ P e SEXKR:pH1.2
BRERAR 53 : 50
20 E& % . 50rpm 20 EEE#H:50rpm
0 Il Il I 0
0 5 10 15 20 25 30 0 5 10 15 20 25 30
B (4) BRI (4)
100 100
80 80 |
e T _e— MU YR —R§E0.3mg £ o REYHR—
¥ 60 rah4) 3 60 R A
E —O-RELFH H —o- MERH
jm 40 (8 #]. 0.3mg) g 40 (§E#1. 0.3me)
20 BB : pH5.0 20 HER % pH6.8
EEE# : 50rpm [ #5 %% : 50rpm
0 Il Il I 0 Il Il I
0 5 10 15 20 25 30 0 5 10 15 20 25 30
B 1 (43) RIS
100 - e
__ 80 ——RITYR—Z§E0.3mg
£ rah%,]
~ 60 —O— {EERF|
g (&7, 0.3mg)
e 40
20 S ER : pH5.0
[Bl&5%k: 100rpm
0 Il Il I
0 5 10 15 20 25 30
B R (43)

8. 4&YFHIEERE
AN
9. WA OHERMS OHEEFHRE

H R R 7 VR —AEE | OfERRBRIZ LD
Mg a<v 57 40—



10. HDPOFRHKS DERE

H R TR VR —AGE | D EEIEIZLD
WK a~hro7 —

11. A
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