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I. BIEICEEY 5EE

1.

BAS D
KRN, 7382 B Ay & T B OMREGERI T 5.

TR UBIHID T2 Ve B RO T8 UE 10) 13, B IE TS SR E
& LTI 4l L, B R OSRBRTIEZRE, ZEMRER, LR S % 5=
WL, 2001 4E 3 H 14 BIZARA TS, 200147 A 6 AIC EiiL7-, (E3se 481 & (F
RC114E 4 F 8 H) ICHD X /KFRHE

Fafl (S FRHE) OfER, 200342 A 21 A, lifANITEFILE 14 556 2 HEA S (K
AT ) OUTHIC LR L7Rw & ORGSR & 5.

EPEFMEHIEDT=8, 201347 A 22 HICB®G4 % T~ R UEES] D 5 7 33 U8
bmglHET ] 1T, T~ARIUEEL0) 26 5 /783 U8 10mgl HIE T ) ICAEFE DK
ZP5C, WEAIE 2013 45 12 H 13 B BERGEDEN L 72 o 7=,

. HEOABRFH - SHFHIRHE

(1) AFNIEAT LA rA FICHESND DHIEYRERTh 5.

(2) BAIHIHFS & L ChE bmg X U%E 10mg @ 2 BFINH 5,

(3) & 5mg K U%E 10mg OEENK % 6.0mm & 7.0mm &, SFH5<, A LHVKA
SEORAITH S,

(4) \ERARBEWEMR EEARE) & LT, LEHEAMRESATND,



I. &#¥IZEE9 5EE
1. R4
(1) M4
T /32 U 4E 5mgl HIE T
7 82 8 10mgl HE T
(2) *4
Denopamine
(3) AFFDHE
—fRA LD
2. —fg4
(1) 14 (@&%)
7 /%3 (JAN)
(2) #4 (@&iE)
Denopamine (JAN)

(3) RTL
RS U ROMER B, WK, BEE, FIRKE LTRSS RS RS -
-opamine

3. EEXNITRHEX

OCHs
OH

Ho—<<::>%—¢—<}5NHCH;n5 OCH;
H

4. PFRRUSFE
7373 0 CisH2sNO4
7f= : 317.38
5. L4 (M%)
(—)-(R)-1-(p-Hydroxyphenyl)-2-[(3,4-dimethoxyphenethyl)amino] ethanol (IUPAC)
6. {BR4, &, KBS B85S
Fricza L
7. CAS B#iz&E
71771-90-9



I. EESI<EEY $HEE
1. MEEFEHEE
(1) 58 - &K
DRSS U TRE SR PE ORI R T, I WIE AR,
(2) BEH
NNV AFNHRNLT I RITEFRT <, B (100) 120003 <, =% /7 —/1 (99.5)
IZEETICL L, KV F Lz —T UIF E A ERT 20,
A ORI T b U 7 AR T B,
(3) JkiEtE
MEE R L
(4) R (PR . BR, RER
Al 0 164~168°C (43fif)
(5) BAIEEMEETEHR
M ERR L
(6) HEFRM
M EE R L
(7) TOHDELRMEE
JESCHE [a) 2 —25.5~—27.5° (§olf%, 0.6g, ¥ AF LR/ L7 2 K, 20mL, 100mm)
2. AMHSGOEREFLHTICEITARE.
M ERR L
3. BEYHS OHERBRERE
(1) SES AT B E 15
Adh 0.015g % 0.1mol/L HEERFK 100mL (22> L, /K & 2 C 1000mL & L 722>
RNV L 0 IR M ERIET 5 & &, R 222~226nm
Je ¥ 273~27Tnm (2L DFRK % 759,
(2) AL A T R VRIE
AREEE L, RIMRIL ALY SOVIEEDO RAL A VU 7 AEEAREIC X W lET D & &,
¥ 3280cm !, 1516 cm ™', 1263cm ', 1235 cm ' & TN 1030 cm ™ T IR % 78
D
4. BYHSDERZE
I SR R
AR EREEL, EO 0.6g ZFEHEIZEY, KEEEE 50mL (22> L, 0.1mol/L i EE T
WET D (a3 AT rvad=VU ViR 2H) . 72720, MEDOKAITIRDOEGN
HOARTHEROAICEDD L& LT5, RKOFIETERREITY, MET S,

0.1mol/L i #i2 1mL = 31.738mg CisH23NO4



V. ®&|IZE89 5EE

1. FiW
(1) FORA, SEEUER
x| i 7N ZNIN=EEE
I FHi(mg) EAMm) & X(mm) fiEa—F
TR g e @ — Ap: 1 574
5mgl HET) Fhe a1k - @ 574
10mgl H[E T Eqd W Ak @ 575
120
(2) #FlIDYmE
BRI —PERER (8 B A=)
T )N UBE NP, . o/ LA . 0/ ~ 0
5mel HET) HTME : 15.0%LL F SRERAE R ¢ 2.3%~4.4%
F 83 g e o S REAGEEL . 0 40/ A 10
10mgl T HTEME : 15.0%LL F SRERAE R 2.4%~4.1%

(3) #®Ala—
( TIV-1.QDAIE O XKHI, ML OWER) oIS )
(4) pH, @EEL, #E, LE HKEOSRULREL pH HF
M EE R L
2. WEIOHER
(1) FHES (EERS) OEE
T/ RIVEEBmgl HIEET] 18T /"I bmg 25 H T 5,
TR UEEIOmg HIET ) : 18EFT /82> 10mg &0 T 5,
(2)

WINE R W W
ik T2 Al b, rouERmavTFUoTs
AR BE A tro—=

A H E R a’Ltlra—2A
w R Al ATT YV B~ TR T A

(3) TDith
AL 2D

3. BE#l AFOSBHEICHT HEE
ML



4. WHEDOEEEHTIZEITIRENR"Y
AT X I5ERER (40C, mﬁﬁﬁ7m@6wﬂ) AT T4ES, 7/ /%3 U 8E 5mgl H
ETIROT /33 U8 10mgl HEE TE@EF OHGiE FIcs\WT 3 FMLZETHHZ &
DIHER S 7=,

R
RAFSRIE (R1ETEfE i A
40°C, HXHRET5%, 64 H AT EETE RE < BEHmg > b L
40°C, FHXHZET5%, 64 A B P HE < $E10mg > b7 L

5. REERUBRBROREL
ML

6. fiFlE DEREELL (MELFHZELL)
PAROrA

7. BHH

(1) BHBE
F R EEBbmgl HEL IR OT /232 88 10mgl HIE T 1, HAHRE J7 /0S5 BLRS 5
3 H#hiC b%hﬁjvw\\/ﬁ@%ﬁﬁ%&q_nbfb%s EDFERR STV D
(FBRRIZ/K 900mL & HVy, EHEABRIES 2751 XY, 47 50 B CRBRZ1T 9, )

T S
T HE R ] e
5mg 30 4y 80%LL
10mg 30 4y 80%LL I
(2) BHHR

<7 NI UEbmgl HIE T >
BIEERL DLW ZLRRI SRR T A BT A VEO—EEIC DWW T (EHERFETI675
k13455 H 31 H £F)

ARER S

Bri - pH1.2, pH4.0, pH6.8, /K

[El#E% : 50[ElHis, 4y

<H|7E >

- pH1.2 (508145, 43) OSMETIE, FEHERHFE LOARMT E HI2155 IR EEI85% LA |
W LT,

- pH4.0 (501815, 43) OSMETIE, FEERAFES L ORI E HI2155 INIC FEEI85% LA |

wH LT,
- pH6.8 (50[8185,43) DA T, FEERAIR L OKRMIT E 121557 LANIZ FEE85% L 1
wH LT,

K (BOENEE,/4y) DA TIE, BEHERLAIR X ORI & $ 12155 LLNIC E4I85% L R
Lf:o



PLEORER LY, ARSI ERR O SEEE R & ik L2, £ CoEHRBRS Iz 0y
TRIEMRBR T A R4 v OHERMEICEES LT,

(VA H i)
T (%) pH1. 2 (50 &/ %) TEHE (%) pH4. 0 (50E 85 /%)
100 100
80 1 80
60 - 60 e
—— 5/ /83 Uitbmg[AET) 10 —— 7/ /NI UiEbmglAET)
40 4
20 —o— iRHE B (52, Sne) 20 —o— B (G, Sne)
0 cl T T T 0 T T T
0 5 10 15
0 % maey 0 15 B (9)
B EE (%) pH6. 8 (50E ¥x/ %) B E (%) K (50@ &R/ %)
100 + 100 4
80 1 80 1
60 60
—— 5/ /83 Uisng[HET
01 T/ /82 UiEbmgTAET ) 40 - —— 7/ /83 UEbmgAET]
—O—1ZAERK| (FEKI, 5mg)
20 " 20 —Oo— EEWH (A, 5me)
0 o T T T 0 o T T T
0 5 10 15 (0] 5 10 15
B (5) B (5)

(n=12)
<F /NI UEEIOmgl HIE T >
BIEIR G DLW FRIGENRBR T A R T4 VSO HWIEIC OV T (EIRERETS6S
Wk 1345 4 31 H )
RER S
BRI - pH1.2, pH4.0, pH6.8, /K
E = SV E]
<HIE >
- pH1.2 (50IEHE,73) DOSMFTIE, FRAERAIR JOERRIT & HIT1565 INIZ FEEI85% LA I
R L7z,
- pH4.0 (B0[EIHE,57) DZMFETIE, FEERAIR ORI & H 12155 INIZEEI85% L I
A L7,
- pH6.8 (50[EHA,43) DSRMETIE, EHERAIR L ORI E ©I12155 ANIZFEI85% L
B LT,
K (B0, 53) DAAETIE, BHERFAES L UARMIT & BIZ155y LINIC T 585% LA L
L7,

PLEDOFRER LY, REITEERK O AR & g L7 fE R, 2 ToEERBRSEAIzy
TRIEMRER T A R T4 o OHEIHEIEES LT,



(¥ H il )

AR (%) pH1.2 (50 &5/ %) BHE (%) pH4. 0 (50[E1 85/ 53)
100 - 100
80 80
60 60 e
“ —— /83 UitiomgTBET) 40 —o— 7/ /N3 UEImgIBET]
20 - —O— BAEWH| (8HI, 10mg) 20 —o—BAEHF (5H, 10mg)
00 ‘ ‘ ‘ 0 ‘ ‘ ‘
0 5 10 15
0 ° B (5) 10 1o A (59)
BHE (%) pH6. 8 (501 &%/ 53) BHE (%) K (50E &/ %)
100 - 100 -
80 - 80 |
60 - 60 -
40 | —o— 7/ /NS UEEIOmgTHET ) 40 - —— 7/ /33 ViEImgTHET
20 - —O—RERA (8EAI. 10mg) 20 - —Oo— 1WA (§EH, 10mg)
0 CI T T T 0 c, T T T
0 5 10 15
A (5) 0 ° el (53) 0 B
(n=12)
. EVFRRERE

M ERR L
. BEID OB OHERRERE
(1) 4= BT V=T L7V F R b— MRIREIC X D RA6
AR E N Z, AL, AR, 4=t Br o7y = A7t R
L— MEIK, AU -V oL - KB N U LEERLE T N2 INZ D
L&, RIIFELERET D,
(2) T4 %y sk X 2 TREOE
AR E N %, AL, ARIZ, T4y FiRiREmzs &%, WRED
W EEL D,
(3) SRAN TR L E 1%
ARSI RARRIR 2 N 2 OB L, EEIRICAK 2N 2 7o iRICD &, 485 AT o B
EEIZ D RIRARY MV ERET S & X, JHE 223~226nm KO 274~27Tnm (2%
N ORRKR 2777,



10.

11.

12.

13.

14.

HEPOFEDES DERE
WiKk7 v~ 757 ¢—
B A SRAMBORE R (RIERR - 225nm)
¥ @) M KU UEBKE T MY U LAEKITENL, VUmAENZ T pH & 7.0 IZFHE
T, ZHUWCTZH )= NVEMZT%, AT 707 4V E—%HNTAET 5,
palli]
Y LW
BAT SRR D & 5 K #EY
M ERR L
ABRSDELRR - NMENFREBRICET SRR
PAROrA
Tt



V. AaRICEET BHIER

1. FEEXIIHIR
R R N

2. AERUVAER
F R LR 1 B 15~30mg & 3 [/ TR A& 515,
Efn, FERIC XY B EHEET 5,
7272, L O%E, Al (XX U R, FRAL EILEASE) EOFHT 5,

(% . 1 HEFIEHR)

A1 HE (15~30mg)
T /32 U EE Smgl HE T 3~6 5
7RI EE 10 mgl HIE T ) 3 &

3. ERERALIE

(1) BERT—41Rv45—o
M EE R L

(2) ERERZHE
M EE e L

(3) ERFREEEEER
MR L

(4) BREMHR
M EE R L

(5) HREERIEAER

1) |EALEETHERGEER
M EE e L

2) HEHRER
M EE R L

3) RLMHER
M EE R L

4) BE - wERAEER
M EE e L

(6) AEMER

1) BEABERE - REERARERE (HHREE) - RERTEREERER (TRERKHER)
M EE R L

2) RBEFU L LTEETEOABRXIIERE L -HBROBE
Y LW



VI. E»FEE(CEHJI SEE

1. EEZFHICEEDHLHLEVMRITILEME
K7 Xy, KRNI v

2. ¥EE¢ER

(1) {EFAEGL - fEFRAF
DFFRIBERE LT R LT U v B ZRMERIRNHRE T2 Z L2k 0, DERIHE 1 % #Ea
THEEZLN TS,

(2) ENZERMITHEBRAHR
M EE e L

(3) {EFARBME - kR
BRI L

10



VI. EWEhRE—B§d 5IEE

1. mMAREDHR - BI%Ex

(1) aREBEWLGEMPRE
MBI L

(2) EELAiRERERRE
( TEGRPERBR CHER SR | OIEBR)

(3) BERERTHERBEIA-OFRE
<7 /NI UBESmgl HIE T >
B EIR T DLW FHR SRR A R T 4 v (EIREE 487 RN Tk 945 12 A 22 H
1)

78I gEbmgl AE T R OEERK 2, 7 o 24— "—ikic kb zhehn2ge (7 /8
I & LT10mg) EFEEASL ISR BRI Q&G L TE PR CRREZRE L, 15
LY EE T A —% (AUC, Cmax) (Z-DV\T0%(EHE X MIEIC THigH#T 21T > 72
A, 1og(0.8)~log(1.25) DHEIFANTH v, WIH DLW FHIFRIFEMEI R Sz,

(ng/mL)
20
_ —e— T/ /NI UiEbmgBETI]
—N— FEEERIRE| (fEH], 5Smg)
.[fﬂ. 15 _
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