20254F 8 H T (45 2 i)
*20224F 4 FJGET (55 1 i)

QLR )

JIL7 R L3V EEE miE R E A
R OF> F/NOREA R

RDOZ®OD§E|00mg

BARERRIRES

871169
OD§E100mg | OD#E200mg #iRz20%

&R E S |22300AMX00109/22300AMX00110/21900AMX00253

BR5GR % | 201147 H 20114E 7 H 19894E 5 H

R 2'0D::200m,
AAERS KOF Rk
RN X1 20%

DOPS" OD Tablets, Fine Granules

BRE Rl
HEEAR : 34

) HEE-BEASFOLTZIc X VT2 2k

2. Z2(ROBHEICIF®RELEBWC L)

2.1 ARANH U BEeE o B

2.2 PHEMARNREOBE[IREZ LH ¥ 25, ]

2.3 KAZHLHGhoBEITIZ, Nay vEONa T Vv ERR
BRI 2 % 5. L Ze s 2 L [10.1 27 ]

24 AV LFYVEOATFa— LT I KRS RO
#[10.121]

2.5 R SUSATEHR LT 2 ATEEE D & 5 21 (9.5 21 ]

2.6 FEE KR IMAE 2 CRE R MBS 0 & 2 BT B
FZHERDEALT 2 820035 5, ]

3. HERK - MR

3.1 #ER%

Wi7e44 F 7°20D$E100mg F 7° 2 0D#E200mg

HERA 18R HBREFS R2100mg | 1§EhHFB R a ¥ F2200mg
D-wv=b—), bEQISTFTVIS v, TL77—ALT T

wnA TR T =LA (L7227 T2 ALEW) . AT T VRS
EZ7EN

Wi7e44 F 7" A KL 20%

HRIS | lgrhHE R ¥ ,¢200mg

WwhEl  |D-wy=F—)l, byERITT VSV REFY

3.2 HEIDOMIR

W7e44 F 7 20D#E100mg F7° 2 0D#E200mg

A |~k 0 FE HRADORESREG

v | @0= | o=

[lEKES JE X HX [IEX2 HX
KEX (mm) (mm) (mg) (mm) (mm) (mg)
%8 #3.6 | f4200 | 10 4.7 | £9400

kA2 —F DS053 DS054

Wize44 F 7" A iRz 20%

A |~ RE O

4. BHEX (3ZHR
ONR=F Y vEYahrEEERXRT—Y ) IcHITE T HE.
5L 5HDHE

OTRERBICE T BRIMEME, K, 5L SHDRE
VYA RL—A—ER# REE7ZIO0CRRKYZ2—0
NF—

ORI HEMEZ# S MREREE ICHE T B TILEROLE
BEW Z5DE - 5L 5H. R BRAR

5. EER IR ICEET 3EE

U=V VRDIEE)

5.1 YahrJJEE S TR F—Y M EHEI N BE~DENTH
52 &,

5.2 HIDRIERBA 15T, T ALXIELE L 5 ADHE
N2BEICOBRFORE2EET L L,

(MFEEREEDIHS)

5.3 B T B ORI IPGE IS 15mmHg B FAK R 3 % 5
HNDEHTHL L, BB, KEDEHETFIZAHTHD A
FEE DML F O I EANEE 2 B2 2 b DTk,

25

6. BERUVAE

(R—F VY VEDBE)
BRI L, Fa¥xs Fo8e LT1HE100mg, 1H1[HoR%
%5 X DG, B HI2100mgd D&, ol ik 58 % O fER:
L9 2 (BUERERME I3 1 H 600mg, 1 H 3H5EI# S,
B AERE, FERIC X D EEINT 528, 1 HI00mgZ it 2 2 2
D

(¥4 RL—H—ERE. REE7 S04 RRYZ2—0/NF—
DEE)
EHBAICR L, Fa ¥y Foee LTl HE200~300mg% 2~3
BN TR 5 & D iR, 2l 2> 6 LEREIC 1 H 2 100mg
TOME, Rl G R T OMRR & T 5 (BHEERER X1 H 300
~600mg, 1 H 3[E5r##s5.),
B AR, RERIC X DEERNT 225, 1 H900mg %zt 2 2\ 2
LEv3s,

(MREREEDES)
AR L, Fa ¥ R8s LTl 200~400mg % 7% Ht
BAEA 30570 & 1IN I 5.9 5,
B, i ERIC K D EERET %, 1 E & 1X400mg %t 2 72 \»
N I

1. BERVHEICEET 3R
(MEEREEDIBE)
Iy ARG LT HERRDEED o N a i fic
zIk,

&, G zdky

8. EELERNER

(GheESLE)

8.1 AHlDESE1Z, DR S PG Lg% i SR ICHER R
FOWMETLIE, L, 20PN —x vy VAL FEA
OGRS 2 F 0,

8.2 MEDHITIGZRITIERHZ2DT, MERGIZRS 20
kIIcEET S L, [13.121]

UR—F VY U RDIEE)

8.3 WENED 5N WIEAIC
T,

. EBALERELBVEITET S



(MBERBEDHE)

8.4 FIEGENTHAMR307 D> & 1R TR 1 $25) RO B2~y

L. B8z S G Gl ED RS ens 2 &
WhHB) ok Ht+oEETL L,

9. BEDEREZREIHBEICHTHERE

9.1 AHHE - BEEZEDHDEH

9.1.1 A VHEDESE

B LR E2E LW EHIWIN2GE62KRE. 5 La0wT L,
aAHA VIR RICBOLTA T a— LT I VOFELD AR E
fH#E 9 2 720, KRNDOIERDER T 2 82 N03H %,

9.1.2 DEMBHOH I EE

BB ELPGEERWEHNI SN G AEZRE, 5 LWL,
JERDTELT 2820030 %,

9.1.3 BMEDEH

EIMEZEL S22 L0353,

9.1.4 BIIRE{LEDEE

WEDRITIGHE 28 Z2NHH 5,

9.1.5 FRIRERETTEREDES

RS OREIRDEALT 2 B Z2NH3H 5,

9.1.6 IMNEBDHZEE

ERDTUL T 2 B2 N0H 3,

9.1.7 EELMER. REXMEXIEADBREEDHZEH
NS DIERPET 2B ZNDH B,

9.1.8 EMRBMBAKRNEDES

IREBEAT2E8Z2003H %,

9.1.9 BERFEZEH U NBEETES

B O FLEE CRAYAEBR, ML, MBS L2 & o IRAES ., A & hf
SEORLEE 7 D) e+ 8BS 22 &, RIEEORRIE % &0 L 721
OB RE T AMERREZE L 28Z2N10H 5,

.2 BHEEESES

2.1 EELBEEOHSES

.3 FFEEEEESE

3.1 EELHBEEDH S EE

.5 &

I SOZIEIR L T O TTREE D & 2 MBI G L w2 &, B
YIEBR RO oRINgs, 7, mF(d-/ 7 FLv
Y V) TEIMAE ONGEIC X D IRIEAMRIGIRTE L 72 5 2 & 3t
INTw5, [25%H]

9.5.1 RERREREHR

SD% 7 v M 1260, 200, 600mg/ke/ H i ¢ T8 5 L 72 BT,
200mg/kglh bR VR o A B AR S O IR B o F6 BRAE EE D B
DI BNFDS, ERIEET ZRED LD TH 7D,

9.5.2 FIEH - RILHIREHER

SD% 7 v M 1260, 200, 600mg/kg/ H i i i 1148 5- L 72 FB& T,
600mg/kg TR O Kl 3380 sz b,

9.5.3 RREADBIT

EF20HHD Z v FI¥C- Fa ¥ & F 9% 10mg/kgl M A% 5
L72a, $e58 1 R E ORR B ok, FFlE. B & O mis o
UCHIUHEME ZRHMA & [6 U 22 LIRL L XL TH - 722,

9.6 RAE

IR LA R ORI EO IR 2 £ 58 L . SRk X x
iz 2 2 L, BEBRTHLHHADOBITH, 7. R
ANDOFFME G I B L TROFFIH WG S Tw 3,

9.6.1 FEH - BIALHIREHER

SD% 7 v b 1260, 200, 600mg/kg/ H i % [ 8 5. L 72 F 5 C.
60mg/kglh L THIAE RO BB FEE O MIFI RS s kb,

9.6.2 HAHRADBIT

WA ORFS v MITHUC-Fr ¥ P8z 10mg/kgl [BIRE L% 5 L
75, Firhic MCoBT RO s 2,

© O W W

9.7 INB
INVEE A AR & L BRI IR L T,
9.8 SHsE

MRS 5K ) ISHERT 5 2 &, U PBEREDME T
LTw3,

10. HHE{FHA
10.1 HARRGIALBWI L)

10

eI

FEPRER - R i

TFF - kR T

PaRis
nagvEOar v BIR, DEME) | a7 Y G WA
AW BRI DREBDERT FHE, DD/ VT R
[2.321H] %, LF Yot 2R

Mz 5,

AV TV F Y VED AR, S| IR IR GRRER
AT a—)L7 I BEN XD DR fEH) 2S5,
AV A== ZTEZND D
ray ) =) |5,
[2.4%0H]

2 HREEWRICERT 32 L)

HH 4%

WEEPRRER - i
Jiik

PR - kR T

/7 I vBLEEHE

A A D 1EH B

JVT7 RFLFYrofl

ER==ill WS, IUE | s, 2 v 7
DEM LR Z|IFLFY v OBEEH
9 ED|INT 5,

SBAHS OH b2, WA T S LT R
IS A AN LY v OFRINAH
TIN)TFI & EXNn, /LT FLF

Y ¥ OWEAINT 5.

Pag RISl FEIA L 7R T GRS I A
FXTh v U A ) % B R X

INNaY IV %,

e 2y 3 UHAl
ranyz=7 3
-

a1-Z BB EH | AR H D fEH | 2 s oA a1 ZE

DB 5 FHA WE s p | RENEREET 5.
FLATY Y REMEDYDH B,

[NE RV
A7xv7uadn %
TAP A AF DA D3 PR R T D /L7 R
MRS, | L) v ORI - R
DR LR 2 #PHESIN, LT
ST IEDIFLFY VOBENRE
b5, ms s,

L kL v EER AHFDEHAD| I LELEVIFMA 2 L

L e v W N0 |7 FLFYy, RSV
B D B, WIS,

LR RS NS DERBYERETL R KL

TevITY MOER 2 7Ty OIER%Z

WY s R
H5,

W T 2 2 LD
NnTwns,

7)) FTYURHE
#Hl, 7Fm 7=z v%

KA D 1EH B
T R Ry

2o OIANIHL R 3
S UM D1E D IS KA

HH »hH5, D o AW R %
A9 %,
A KH DB\ B FEETFL— b2
59 S 42 AR L. A O I A3
R H 5, (WP T S EDOWMEDD
%,
11. BMER

ROBIERDH S5 b s 2 ENH 5D T, BlEEr T IfTwe,
WARD 6 NI A3 52 d kT 2 7% L U 2 L iE % 17
Zt,

1.1 EXLEIEA

11.1.1 BMEREREF (L R)
BN, EGRIETE . SISO/, ARENER), ECKo LS
HobNDIENRHLDT, TD LI RIGAICIE, BB
DEEERIE L, 72, RS RO HREE - RO &I

-H Y L DBERICE L 2B EEICEN L RS EL, KRS

DMWY R EZTTH 2k,

11.1.2 BMEREL . EERERE. IFPEREL . IMRED (30
b BEEAH)

W
5



11.2 ZoftDE1ER

1%LL E | 0.3~ 1% 0.3%A | A
FERpRg | KT FE, WA PIROBBURS Sl RE IR o B\ T A
B e U (V5w o R RS, iR
& (3.4%) | [FERIR,  BUE s S—% v
B F B). AR, Wy VAER oK
9D, AR, A, AR R H
B ED), IRk, FElfH, T
MFEF—o T 3| A, SilkEE
DAL, HRA
Wikgs D, AEK(EH, D78, E\E R,

AR, HhEPE, HEiLARobN
(E AP (M7 5) {3
J&REE) L7/ TN 13
fEBgR | B S R AN P AR, F- 7 — | BDE
(2.2%) , Bhi&, MEBRCYOI| £, Pubmy &k
% %)
JFF I AST, ALT® |-|ALP, LDH® |-
St b
M Eie Z 9
iR M
WK o BRIR, IRIAE, IR
|
Z DAth BRI, 13 CY [FRIE, IRISTRIE, | 1F |
(BRSSO, FE B | FETT. CK
i F DA, 8| L5
Zh
13. BERE
13.1 fER

WEDORITFRIGZE T L35 2, [8.251H]

14. BALDEE

(OD#&)

14.1 FARRFEOIE
HE a2 AT 2563 R I ERH LD, Ay D
v MIBFIOERT S &,

14.2 HARMRKOEE

14.2.1 PTPEEDHEANIPTPY — F 226D H L TR T 5 &£ 9
RS % 2 &, PTPY — M ORAEKIC & D | S A3 fe i Al
AHIAL ., B LR L2 8 & L CHiERRE I 2 G D B IS 2 A ORIE % Of
BT EDDH B,

14.2.2 AHN3ED LIC o THER 2 RIMS &5 LT 2720,
K7z LCIRAIAIRETH 5, 7. KT T 22 LHTE S,

16. EMERE

16.1 MAiEE

16.1.1 BEOEs

(BBERREXA)
R 72 A 7 % v (K52 d1 1) 100mg X 1% 300mg % 1Al 118 5 L 7235
. RZEACAR O A P 12 By 5. 2 2 1 i s i (2 2 0.8 g/
mL, 2.2 pg/mL) IS L, 2 OB I AL 2124 U CEIR 1.5
R . 1202 I I E A R L 72,

& 5‘ % y 3 Cmax Tmax TI/Z
(mg) BB (g/mL) (hr) (hr)
100 4 0.8 2 1.5
300 5 2.2 2 1.5

F o, AR 2 V7 R LU VIREIRRZUR O REfE SRR X b
Eha)f&v’iﬁlﬂﬁaﬂiﬁﬂiﬁi%fﬁ(%Zﬁﬁﬁﬂﬁ@%ﬂ%“h?ﬁ’%fg’\ #1345 1
L7,

(R—F VY UK. v A4 RL—H—EEBERUOKREE7 01 KKY
Za—ANXF—EEH)
P72 A 7% 300mg#% 1 BlRE 85 U786, KRR Sl
T RE 13 4% 5 4~5 IRf i Ofd B N IS BN B 1A & > 7223, I
PRI 3R Uiz s L 72959,

5. 'E‘ max max
&L(lrnjg)ﬁé MR i (u(é/mL) {hr)
300 |[S—=F VU 9 2.5 5
300 |¥vA FL—A— S 9 1.56~1.89| 4
300 |FKEE7 TuA FRAY Za—n8F— 7 1.14 5

(MREREE)
MUEOERT R Z 5B B 72 A 7% )L 1[E]1300mg % 37 TG 1 HE B R 12
O G Lo, REARDIE A 11345 56 15 1862 1 i e il
(1.43 pg/mL) %71 L, £4536 R[4 1 8 RS LA T (0.05 ng/mL) &
otz Fe, MR LT L) RIS SR U, 5
FTIE A0 U A 3 70 it 2 3200 . AP 556~ 36 INF ] & TR L 729,
16.1.2 RiE&RS
fRERBR A 4IZ K 72 5 7 )V 1E[300mg, 1 H 2[5, 5 H I KIERE 1
L L7356, BGBIR% L. 35 H o #5455 o i th AR %8
LARBEZCTNOL] ngmLTH o7, £, ZNZTNOHRGHTKX
5 0 H D 24 I b2 5 12 L A SR L TB Y KIERS
Ik BB s N oY,
16.1.3 £MFHRSEHE
OD#E & MRLIZ EMHNIC A% TH 5 2 DRI LD,
(TR N 29451, 22l F o % o RSk LC200mg% 1[n]# 5., Ml
TR R a ks Fo%)

o Cmax Tmax T1/2 AUCo~24hr
ik (ug/mL) | (hr) (hr) | (ug-hrmL)
OD#$E200mg
Ok 1.9 2.5 1.9 8.5
OD§E200mg
e o) 1.9 2.6 2.0 8.1
iz 20 %
OKTHRA) 19 18 21 9
(ug/mL)
2.5
[(FgERERE]
% 2.0 m : OD#2200mg (K THRA)
H @ : OD#2200mg (K7 U THRF)
B AN o : $EK120% Gk THE)
# /
ﬁ 1014
s
B By
£ 05
. .
0 2 4 8 12 16 2 24
508 (hr)
16.3 2%

VYA TV b A XRET AT Y IICHC-Fa ¥ Pk 10mg/
kgl [HIFEIT# G L 7235 A, 52 ITHRH (=7 2 TR 051 H) o
b ACRBURTR I (& BN, PR O < LKL BN 0BT D RO s,
BECIANNT v b CIRERTYE» o 7Y,

16.5 et

16.5.1 @B A K 72 A 7)1 100mg X 13 300mgZ 1 [HlfE H#5. L
7256, 24 £ Tlc, G5 RO 15% 3R ik & LT, £7:816%
233-X L FARL LTRAICEIRE 1729,

16.5.2 IMFOBHTHEZIC F 724 721 300mgZ 1 [H#E e 45. L 728554
I LB D B ER RIS L 720 S B L e REIR O, L7 R L
VYDFLTIVFVREF LT F v L IZIERABETH 5720,

17. ERPRAXHR

17.1 BWERULRLMEICET 2R

US—F v v (YahrEEERAT—YM))

17.1.1 EIRERRRER
77 R MEREE L THEEREGABICE LT, T AR, &b
5 AZIREE L L 2K E1329.4% (15/51) TH o 72, £7-, ki
THERERREZ SUERREBRICE LT, TAR, B 6A%E
R L U2 BRI, PGS L 1 31.6% (61/193) TH - 72 -
10)

(¥ v4A KL—H—ERE)

17.1.2 EIRNERRHER
77 RERIEE L U7 ZH MBI BV RN R
B, 2B S AR L URSGEE X, P& UGE DL -40.9%
(9/22) TH oW, £, BHEHEMEEREBRZ S TERRBICE
W, ENPERIIE, R, 2B oAREREE L ZBRIRSGEE I,
rh 5 R i L1 32.4% (22/68) T - 7=,

(REE7 =04 RRY Z2—0/8F—)

17.1.3 ERERKRRER
AL VEARILE, R, 725 & AZIREEE U 2R SGERE 1, %R
Bt 137.9% (11/29) T - 7212,

(MR ETEE)

17.1.4 ER%EASE I HEER
RIS R 2 £ 9 BT B 15201 2 R & L7 7 7 & Rl
TR E BB I B\ T AHI200mg, 400mg i id 7T & R E BT
BRI 3043 B GE3[01) 12 48 5 U 72 & &, 2 AR % FR A &
U 72 R SGE B (R S B GE DL R) 1k, 777 £ R EE12.8% (6/47) . AA
200mgHt43.5% (20/46) . AF1400mgHF:60.4% (29/48) Td - 7z, AF%
5B E A 76 B FE 13 200mg T 4.1% (2/4941) . 400mgHET5.9%



(B/514) Td b WIS S FEBL L ZFIPEH I, SEHE K, E k
F2.0%(FHELH) ThH oW,

17.1.5 ERSEMEEER
AT PR IMUEAEIR 2 £ 9 BT EE 1070 2 R & L 775 & Axtig
i GBI B v T AFI400me i 75 & R 2B BIA Y30
Sy GES I I GBS L7 & & PRI 2 f L L 7B R
R (B DL B) 13, 77T & RBE14.6% (6/41) . ASHI1400mght
53.3% (24/45) T®H - 7z, ARH1400mgHe 5-HEDFIE T 7 B L1 5.8%
(3/5261) TdH b L 200 BA L FEBLL 7= Rl 2 5(3.8% (2451) . 15 L&
3.8% 2H) TH o719,

17.1.6 ERZE DR (REFR5HER)
LT AR IR % B ) BT R 7601 % TR & L 72 B0 Gk
BT, AF1200mg~400mgZ & Ht B 5 #9 30 23 1 GE 3 A1) 126 4 H DA
FUREVEM) G Uz b & i MR 2 1542 & U 72 iR R gL
e (PP UGE DL 1) 1, 48.4% (31/64) TH - 7=, R FEBUEE X
12.2% (9/74%1) T&H b | T A FIERNXME_F5H-5.4% (441) | 5 2.7% (2
B T o719,

18. ZEShEEIE

18.1 1EFAKR
ARFNZERNICIA S FET 2 G BFBEL-7 2 /7 BIRKBERIC X DE
B/ V7 FLhy vicsfisn, EHEHZ2RT19,

18.2 IN—F VY URIKBITZTLHRB. ELSHDHEICEHET S

FiR{EF
18.2.1 ARANZ MK AGBIM 2303 L CTRENICEAT T % 2 L0506 T
V% 1617

N 2 V7 B Ly vREEIc BT AR T LA, V7 FL
VU REEEIE, £/ 07 FLF ) UAEEIEMFR O BRI T ISk
IIERENEE 2D (e A, Ty b, 23),

18.2.2 ELE v MHIMIBAEY 2 — b Xidt P RKMEES F 7~ V'—
L% 7 FE B (in vitro) T, RFNF ML RN A NS 2 &
MNRD SN T2,

F 72, WY R (in vitro) ROV AR EEAR % F o 72 F2BRC, A& R
5D/ VT RLF ) v Oz IESE 229 (BLEY ),

18.3 ¥ v/ RL—H—ERBRVUREE7I0O01 KKV Z2—0O/X
F—ILH T I RIMEENESONREICEET 2 KIEER

18.3.1 6-/" A R ¥ F 83 viC X ) SR IRARe iR 2 B L 2281
BLTULEZ EREE2D (T v 1),

18.3.2 DSP-4ic &k b /L7 F L F V) RSP oK 2 B R 1 i i
L 72BN 4 X b =7 A0 K 0 EESRET 2 0T L 2B ic B
W AR R ) RS S 2 S 229 (5 v b)),

18.3.3 > v A FL— A —IEMRFERHE 2R E LHUMIERERIEIC XD
BT U 72 5hBE O, (A7 2SN D i S L AR I A TG Bl (RS SHAFEE ) S 1
FDSED 5TV 520,

18.4 EIMHEMNEZ#SMBERNBEFICEITZIHEN - 552 - &
5L 5, BRE. MABROREICEET 21EH

18.4.1 Wi (&M #ofI1/56E) 1Ic X DIELR PRI EAHYIcE
T IMEZ FREE2B (5 v k),

18.4.2 JBiifnic & 2 Bt BAE T % 75 3 B S ORREREN Y T I 8 %
BMEe38(5v 1),

18.4.3 Iilfiic X 2 A F&EEN RO F %25 L 2 8#ic B\, BB
ZREZEL (5 1),

18.4.4 L)L EITED V7 FLF ) AEBMEARZ BEE L -89
BT, A2 X 2 I TR BT L . 4L L 2 i o [al {5
MARBIE2 (Y F), £/ .DSP-4ickh) /L7 FLF+ Y U 1E
FPEFEROR 2 IR IS L 2B O~ X b= Atk b H
AR 7 T U 72 Bh 1S BT IR IS R 9 S 3L PRI 2 )
HT20(7 ),

19. BRI ICET ZELZHNAR

4T © Fr %> Fo3(Droxidopa)

b4 ¢ (2S,3R) -2-Amino-3-(3,4-dihydroxyphenyl) -3-
hydroxypropanoic acid

77 1 CHINOs

Sy FR 21319

IR - B E~MREBEORE SRR IEORTH 2,
HKITHEIFIZ L, 2% 7 =)L (99.5)ITIF E A EIBET e\,
0.1mol/LIGREIIK AT %,

fLefiigst

FlURL 2 220°CAHRIED & 548 (s 2 L LR @ 225°CHHECREDIR E D |
230°CARE TR & 2 > THRAL L, B L3RR o MIE 13 NEEC o 5,

747

SYEARE : 1.22 X 103(1-A4 7 % / — )b & K%, pHb)
1.05 X103 (1-4 7 % / =) : /K%, pHT)

22. A&

(K Z7ZXO0OD#&100mg)
100%E[10%E (PTP) X 10]
5008E[108E (PTP) x 50]
5008 [, N7 ]

(R 7Z0D#£200mg)
100%€[104E (PTP) X 10]

(R 72 #%120%)
100g[Jff, ¥ 7]
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