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FAEBOENE R OREEIIFELL TV iWnd, Zh
5DBEICHT 2AFOBEICOVTIL, BE EOARME
LfEBEEER L CHEHEICHMT A2 &, [9.2.1. 9.2.2,
9.8.2, 16.6.1 Z&]

8. EEREAXIER

(GhRETLE)

8.1 ZEHMIEIRS IC L D BB HEEHRZE S LofirfEsh
TWdo HERNERZIEC LIEMOHRICIE., HIRPEE
DIRFRD &S LRI E RO 7200 > 12615 5 W I3 H SRR
FLERBLZRIMO THBRLLZAOHRESN TS,



BE IR O 2R MEIR KL MERZEIC O W T X FHBA L,
HEEOEEL, EMORE. BFEESREmE S EEIC
MESHZVWEITETSHIE, [1.. 11.1.1 BHE]

8.2 BICHEMIAICIZ, HFE WV, LB 5HA, LEDXHED
EUEEMNEICESSERIEONSZENH S, T,
NS DIERPHER LGS, EROBEEIZSL T,
WEXI®REGE2HIET AR EOHEUYLZNERZITO Z &,
[7.1. 9.1.2. 9.1.3 &H&]

8.3 LA RSUI RS VA MEFHEDOHFRSIZED ., /Y
BETE (A ABYETE O BRES O - SICARR 2R EZIE LI
LA b 5T, BEIICFE v > 7L R0 IEIIREE) . B
HERTUE, MBEEE. B2EFOHEHFIHESSIRESN
TWABDT, ZOLDIERPRERLABEEICTIE. HEX
35 2RI A2 B TNEEZITO L, F2. BE
FOREEICZ O KD 2 EFEHIHEE ORI D W T
THZE,

8.4 )S—F UV UIBEEICBWVWT, AFIOREE. FIEANE
ZIBEIE WET A&, ABABEXIIRIEICKD, B
MR EZRHRTHIEDNH B, /2. RS VZEMEE
BB LEE N IFIIC XD, EHEEIEERE (R
F. AL, DD, EBHE BT, BESOERZH/HET
%) BHobNAZENDHD, aB. BRELAMNL A
Ly 7 AMERBEEZICB LT, N—F UV VRBELD
LHAENEWZO, ERLEL T &V, [11.1.4 8]

IN—F Y URR)

- BERR ORI 555 (Seg. 1) (0.5mg/kgbl B/
H#S58) ¢ ME7057F VBEOETICEIH
ERABEORT
(2.1 ]

9.6 1Z3.I%
BELOBERERUCBIRBEOBERELZZE L. RILOHK
X FhlE2BEtd A2 &, B MIBW TR S F U9
WENET 2 EPRESNTBED., LITDW2MEIT 2
AEEMEDH B, 2B, BMER (Fv ) THITFABIT
THZEDPRDODLNT N5,

9.7 INR
NREZRE U ENERRRERIEER L Tz,

9.8 S

9.8.1 BEDREZHEL AP SEEIRET S L, IR
FORMERD S 5 b NIZFHEITIE, HEXXEHRSEzHI1E
THEEBIC, BRBEIS U CHBERELZEHT 22D
BULWBEZTO L. S—F Y URBEEZWNRE L
BRREICB VTSR FoskE cEsmEIcH L, 4
HEHEOBHERORARPENMERNRD SN TV S,

9.8.2 & (1H1[E0.125mg) » o6&/ E42HIRT 540 EBE
DREZBE L AP EEICHEET S &, KRIIZEICRE
FRICRELAED E EHE S N 2 5. BilE TIXBHKENK
PTLTWAZ ENZW, [7.2, 7.3, 16.6.1 ZR]

10. #HE{EH
10.2 HAES (HAICEETSRIL)

*%8.5 RAIDEMERT X, HBFETHZ [FFIF YV — )i

RIEKAMIREGE] ER—Th 5D, FHiE - HESER S HRIZFE EERAEIR - FEEE| BF - BIERET
ZEICEHEBT AL, ol KAl S [FI7IRFY—L NFFVEERENTAFIYT DE(HF A4 v @ERE N
ERREKFIMIREGE] ~EID 2 2IEE1C01E. THAY L) LB N 2E FORWEAPSERT | L TEH s 5%
DEATMETHEN, +HREOREERET oL, | : BLMBR, COFcoRRELD
tﬂ@%;f;ﬁ“b'{ti f;g :/\"fr‘/_h}bﬁ@ig7j($ﬂ¢@?%m VAXFTU, TIEIBEEEITE. KW AFH BTV T N
o . N ey VEIUERRE  (ARRBT A L. | ORI OBRME

$€] o [17.8EREE] OBEESZICHEEZERT 5L,

(PEENSEEDHFREMELVRA NVAL Y I REIREE (THES

IETBETEIRES) )

8.6 KAIZED L FNIVEEBEHEOHEICLD
Augmentation (REIOIERFRI2EEL ERE 2, FER
DEE., OMUEANDIERIEK) PROSNEZENH 2
e, TOEIIERPRO S NEEITIE. BEXITR
5xH1bT 20 EOBY SHEEELHE LD L.

. EEDESEET EEICHT ZEE

1 SIHE - BREEEDHIEE

A1 8, EEEORIEREZNSOBEREDS 2 EE
ERPHEENIIRBELLILK ERAZEPH S, (7.1,
11.1.2 8]

9.1.2 EEBRVEEXNIIZTNSDEHEEDH D EE
RN EMESEORERANRRE LY T L B2BENPH 5,
(8.2 8]

9.1.3 (RIMMEREDEE
FERAPET BT DB 5. (7.1, 8.2 5]

9.2 BikrEEEEE

9.2.1 BIEEEEEDNH D EE
BWERADPHERIBLL T 22BENNH B, [7.2. 7.3 =]

9.2.2 BEEBEZEDHZEE (JUF7FZIVIUTPSVAD

50mL/minZkiis)
BT ADKTICE D AR OEKERASEET %
7o, BEREEZFAHS UBKEICER L P S EEICHE
5 E, RENIFEICRFICKREIAOE FHM SN S,
Fio. BITERED 2 VIIEFICEELBHRERERETO
TR EAREIIZVOT, ZOLDREHIIHL TR
B2BELZNSGERIRET S L, [7.2. 7.3 3H]

9.5 IFiE

R SIIIEIR L C WA ATREME D B B I IZHRE Liawn e

EC B (Sy b)) 2ROWAEERESFERE T, UTO

ZENTBOLENT VD,

s ZHEREN ' — MR AESHAERER (Seg. 1) (2.5mg/kg/BH#%
B ©, MET05 7 F VBEOETICED  HIER
DIET

- BERKHRSRE (Seg. 1) (1.5mg/kg/A%5EE)
T, METUS7F VBEOCRETICEDSAERERD
VES

O

O o

[16.7.1 8]

DWHBSL. B
V77 Y APETRT
TENDH B

FEFRA
7L a—)u

TERPHERY 282
NDH 5,

BFIEHES 2Tl
W, KElE DA
2RO ERERD AT
BEEPZEZ 5N,

NP ARNZ 70 ]
7z )FTIUHR
EE, TFuTx
J U RER AT
A= AN
R R

RAIDIER A RE T
2BENNDH %,

AAFNL VI EE)
ETHD., HHICEK
D WA OMER A
I 2BENDH %,

EIVATRRE SV -l
AR, 13y
VEI. Ty Y
VIEERIE. Fo*
PANA

VAFAXTT . 4
H. sELFORIER
DRI HIEND
%o

HEIC/ERPE®RY
H5TENDH B

11. EIfEMA

ROBUWERDHS6DONB I ENHZHDT, BEZ+FIT
W, BEDVROSNIHEI3HEGEHRIET 5% EEY %

WEZ{TH T &
1.1 EXBEIER

11.1.1 ZRFREEER (0.1~ 5% )

HIRDO L WERNERPHS5DNE I ENDH S, (1.,

ZHg]

8.1

11.1.2 I8 (15.4%). &8 (0.1~5%kKiH) . BAE (0.1

~5%Kim) . BEE (0.1~5%FKi) . $HEL, (GEERE)
S (FICOR). =8, FAE, B, EElrbosbns
ZENBHAHDOT, TOEIRBHITIE. BEXIIHREEH
EFaEebic, REICSCTHEMREZHERT 22 E
OB BB EITH 2 & (7.1, 9.1.1 BH]

1.1.3 FIFRRIVE VY RESSWEREE (SIADH) (SEE )
& b U LAME, KEEEME. RAF- hY 7 LAHHE
DN, BRR. BE, BEREESEZAEITRARAILE Y
REETUMERERE (SIADH) 2 56bnbZ ENHBD T,
BEFRDoNIHEIEEREEZHE L. KSEROFIR
EWY T NEZITO T &,



11.1.4 BHEREE GHEARH)
N=F 2V IREEIIBVT, REDORBZEEXIH I
&0, BHREREPHODNDIENDH D, BEE+H
ATV, EE BEREES. BHES. SEOHEE. N
ROEE), WENEEE, SR, MEOXE., FTF. MBECKD L
FAENH 5 ONIHEIIZEEMRBEOER T H % Fl &
BHBH1:0. BRGR, R L. (KmH, KofiEEDO#E
P MEZITS L. (8.4 BH]

11.1.5 HERBHRARRAE (AP INEA)
i, B/, CKLER. MHARURFIA7oey BEF
R E T HEMARMBENHSDNDE I ENDHBH. B
ARRARIEIC X 5 S EBEEORIEICER T 52 &,

11.1.6 FFHEEERRE (BHEAH)
AST. ALT. LDH. y-GTP, #EV L ¥ FREDIHE
HREEPHS DML ENH 5.

11.2 ZOftDEIEFH

(GhgEH®)
5%LL 0.1~5%KiE |0.1%Ki | SEEAREH
WEBCE WECER
a | ZH. BEHRE. RE. TOHFE
IR EZ B fE
- B|IC K Lk BEHE. EE
R |(7.5%)
R - | DRAFAVTIVA N T . BR|KH
RAEM|(17.5%) {H|ETTHE. FHE,
BrOR (16.8%).E#HiEZ. 34
» F O Wwru—xX A, #E
(12.5%). BB HII< W, &
 (5.5%) |EREE. MRB
B S—F Y
ZRLDHEE
BEMO N B R E
R [(8.3%) I, TR B
b
RER =, Bos 5 B, HHE
D&, #HE. & N
A
BHME R RAR. EEe. S I e v 1%
BRO|(12.2%). NRoEBR. B BEE) (%
AR (6.5%) |2, REEARE. F. AL, S
RIE T BEER NN
HE GFO T, KR
=), R
BRUTHE. TEAR
BE. BE.
JRRVEETE, R
B.oBE (R
EEM) . &
= EEERE
=
HLE & DIERE. BEE. {RERD
(29.9%) . H|B%. LIEERE.
£t & EB|OWNE. BBK
(11.9%). #E|R. 1 L7 &
W (9.0%).
B A RO
(6.9%). &
M (5.9%)
FiF fi BB 8 28 v-GTPLH
(AST E &
ALT E&. LDH
7%
kA 7asrF UK
T, REARLE
P
AR MAE(E R 5
TEERES (EIE. %
R 28 PEFRBEE . RRE PREA
BN =]
— i i REMHIZE. Mo
L5 . BER.
=4 RN N
FAIEY T
5. HEL 098

_3—

5%L1k 0.1~5%K% |0.1%K | SEEAEH
I 25 I I IR fii % .
L%-oX<
D
ETER H¥EEE

F) BEVPERDSNHEICIE, REFHNIZEERORESRIC

RekE, BUEAEZTS &
(PEENSEEDRFREVA VAL Y T RERE (T
LETBEAENRES) )

5% i
LA MLAL Y 7 AREERFOaugmentation
(2.3%)

FRAE - ORI SRRER

13. B8RS

13.1 R
BD. B, BEOER. EHEZ. IR, . KDE
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tmax _(h) 1.5+0.5 1.4+0.5 2.3+1.2
ti2 (h) 7.71£1.90 6.36+1.46 6.94+1.09
AUCo- (pg-h/mL) | 3139.2+548.5 | 5642.5%681.6 |9135.8+1422.2
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AUCo0-24 Crmax Tmax ti2
(pg - hr/mL) | (pg/mL) |  (hr) (hr)
TTIRF Y - VIERE
+ + + +
$20.5mg [FFP) 118661451 |1020+£178| 2.8+2.6 |6.5%£0.99
v - > 70—)L$E0.5mg | 1205741382 [1011+169| 2.7+2.3 |6.6%1.02

(Mean+S.D., n=16)
—o— 7 JInxy— LIEEIEEE0.5mg [FFP)
—O— Yt - ¥ 70— V5E05mg
Mean*=S.D., n=16
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16.2 ORI
BREAICT T I RF Y — )VIERRIE/KFIY0. 25mg % 228 K X
EAEBICHERORS Lz & & MiEhRE M EOE) SR <
TA=F 2B LTz ZORER, EYFRE/ST A —F ITHEEX
ZIEIROONT . TT IR Y — UIEEREKFY ORI 3 g
PEFOHXBI DLV bOEEZ SN UHEADT—%),
5B, BN TERS NIRRT 5 8EHRE (ZERH
5) RUREHRESDOEIHE (BREE) ORYERE/NT A —
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5‘ (ISB#FEIEJ) llbtbﬁﬁﬁ_éftﬁlﬁmiﬁﬁ&)5ﬂfcb‘\ Cmaxs
AUCKE Ut dWINBELLTBY., 7I 3%V — )LIEEE
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16.3 91
v MMEEAKBAERIZIT~26%TH - 729 (in vitro).
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R AICHC-TF 3 RF Y — VIERRIE/KAY0. 3mg % 5 3%
BL-EE, MERRURFPICIIREDDREEE UTHERE
T 5. T/, BEHBOREEME TIZ87.6%DRHIZ, 1.6% W HEH
ICHRtE N, 75 I RF Y — UIE RIS/ R Rk A
PEHRRS ~ 2= 2 o Nz (BHEADT—%),
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BRI BE 0=/ 7F=22 Y7 F 2 A<80mL/min).

HEE 307 L 7F=v o) 752 A<50mL/min) KOE
B GZ7L7F=r7YU7 5 A<30mL/min) OBHEEEE
BELITBITEE 662 RIS T I RE Y — VIEFEIEK
FH0.25mg % %5 L. SEMEEEHE Lz, ZORER. Crax
tmax R OVA/FICEBZZRBOSNEN 5 127, REBITRT &
Bt 3FEERVUEEOSHERERZICB VLT, BERA
DFIBBICEE LTz, B, BRSNLZTT IRFY — LG
HKF I EBDONI%TH -7 (NEAOT—%). [7.2.
7.3, 9.8.2 ]
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VT F
=) AUCo- t12 CLtot/F CLr
=Se 1
BISAK TIVA e (ng -h/mL)| (h) |(mL/min) |(mL/min)
(mL/min)

§ 7.33 11.3 411 277
B | >80 1 6 1 1y |42 7| +85.9 | +59.0
BB EE 50~79 6 10.2 15.3 297 206
fEERE +2.29 | £3.82| £57.2 |£79.0ED
L R 30~49 5 16.4 36.3 192 105
HEfREEE +5.45 | £18.8| £52.5 |+43.9%2
EE e 529 3 22.6 38.4 131 32.8
fEERE +3.48 +12.7| +£22.2 +15.6

(1) n=5. {¥2) n=4. PE+S.D.)
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BROBEFESA O LY ZNRSEERBR T A N1 > (FRKI184]
H2AHBEABERKE240045) ] ITEDE, 7 3IRFVU—-)L
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17. BRPRREHE

17.1 BMERUCREMHEICE T 255

(IN—=FV VR

17.1.1 BN MEEER

N=F 2V REBEISH 2 WR E L BN EE R EER
BT, 77 IF Y —)UEBIEKAY (0.125mgx 2[E]/H
XOWE), TuEs ) SF A VIVEEE (1.25mgXx1E/H &
D) VIE IR 1 2BMROKS LR, 5 3IF
VY — VIERRIEKFIYIE 7T £ AR & B LUPDRS (Unified
Parkinson's Disease Rating Scale) Partll (H&4£EiEEHE)
KOPartll (GEBRENHE) OFEFAIT2ERICHE L.
Fio. TIIRF Y- VEBEKIPO AT OWEEZTOE
IVTF R VVBEICHEBLE S TnW I EAREND 1,

EN —E e B B
(UPDRSOE &R AT OZEALE (HERFHARAME — B 5 HiE))

PPX vs
Z{Lb)
N PPX vs | BROM
RSMR | UpDRs [mme e ) prac | s
(REES) BALEE o) | s
sy | BB | ZiLEE
(90%CI)
PPX | 102 <:§‘gg) 0.74
sewoy | P BAE T T oL <am1<z%§~
REE BROM | 104 | (—3.25) '
/LR RSB ~10.00
I IS e el [ S5 115,51 SSPS P
art 'prac | 107 | —5.00 : 4.09)
BROM | 104 | (—9.98) )

a) MEBPPX : /5 I_F YV — LEBE/KMY. PLAC: 77+,
BROM : 7O &7 FF 2 XV IVEEE

b) Z{tEIZhREE (FHE) 2R,

c) Wilcoxon—IEAREDPEZER L7z,

d) FE%RAAIZUPDRS Partll 1.0, UPDRS Partlll2.0
%7z, UPDRS Partl XidPartll®&&F A 27 »30% LA LD
DREIRUIZEF O G % IRFITTRT

TIIRFY—)L | TuEsY SF
RS KA AV OVEREE

UPDRS PartIl | 56.9% (58/102/) [49.0% (51/10441) | 29.9% (32/1074)

UPDRS Partlll| 63.7% (65/1024) |60.6% (63/1044) | 36.4% (39/1074)
7T I RF Y — VIEERIE KA T O EIEH FHE IR E 51369.6%
(71/10261) T, FEZEWERIZHELAR23.5% (24/10241). &
%18.6% (19/10251) . EAAIRL6.7% (17/10261) . ¥ A F =+
Y715.7% (16/102f61) . {Ef:12.7% (13/1026) . $IH12.7%
(13/102f1) . 1EARL1.8% (12/10251). & F\210.8% (11/102
Bl) THotoo

17.1.2 ;B S MAEEER
N—=F 0V VIREE3BHIZ R & Lot B 50 L EGAR
IZBWT, 7T IRFY - UIERRIEARY (0.125mg % 3[E/H
XD XE IR E2BENEMBEO®RS LF., 753
ARF Y — VIEBEE/KYIE 7T 1R & HEg LUPDRS Part 1T %
UPartll0EEFFA I 7 2 ERICHE L7219 19,

TR




Myl E 2R R AR A
(UPDRSO&GFI A a7 0Z L& (HERARHKE — R 5H1HE))

Z{LRY PPX vs
B5xg UPDRS |z58e | iepisg | FER | prac
(ABaE=) AL o
— i3 50)

. PPX | 163 | —1.9
s—xvuy| YELS Partll plac [ 170 | 0.4 | <00

mEE PPX | 162 | —5.0
(248.323) | Partll | {1220 <0, 001

a) BERPPX 1 75 IRF Y — UERIE/KIY. PLAC: 75t R
b) 248.326: BN E (L BITFRIE. Z DML FHEETR LUz,

) 248.3267k IS Wilcoxon —EAME, ZDMIZANOVADPEER L7z,

7T IRF Y — UIEBRIERAM TORNERARRE&1381.1%
(133/164f1) <. FEEWERIZIES32.9% (54/164%1) . FE)HE
O FN27.4% (45/1644) . RHERFEL9.5% (32/16441). {HEE
17.7% (29/16441) . HEFIEEL4.0% (23/16441) . FfE12.8%
(21/16441) . FERE12.2% (20/164%1) TH - 720
17.1.3 ;B E MAEEER

IS—F 2 VIRBE8TH 2R & LB —EE MG R
IZBWT, 77 IF Y — UIEEREARRY (0.125mg = 3E/H
K VWG WL T IR EREDREMBORS LK., 753
REFY — VIEBIE/KIYNE 75 £ R & HEg LUPDRS Part I &
OPartll DB EET A I T 2 EEICHE L1219,

B EE RGBS
(UPDRSOEEEFH A7 OZE(E (MIFHERE—&E5HIE))
Z{LED
PPX vs
BEHR UPDRS |58 | sepig | (ERA | b c
(lE%ES) A& B )
— 1 5H)
PPX | 144 | —2.7
TEESONES 1’3;;#%‘ Partll Forac T3 | —1.3 | 0%
FimE PPX | 144 | —6.2
(248.324) | Partll |- o P02 <0.001

a) HBERPPX 1 75 IRF Y — UERIE/KIY. PLAC: 75t R
b) 248.326: BN E (L BITFRIE. Z DI FHEETRLZ,

) 248.3267Ek I Wilcoxon —BEARE, £ DMIZANOVADPEER L7z,

7 IRF Y — VIEBRIEKNY T ORIERFEBREE1264.0%
(94/147%1) T, FHEWERIZIESR21.8% (32/14761) . {EHR
11.6% (17/14751) . ®F15E10.9% (16/147f) . ZHE;ED F
10.2% (15/14761) . #I2HARMES.8% (10/14761) TH -7
17.1.4 ;BYSE MABEHER

IS—=F 2V UIRBE1M MR E U BN B E REEGER
IZBWT, 77 3%y — UIEEREKY (0.125mg = 3E/H
KOWHE), TuEZ Y FF A VIVEE (1.25mgx 1E/H &
DETHE) XX R2REIONAIIHEROKRSE LK, 7
T 3IREF Y — UIEEEKFIYNIE 75 R & H# LUPDRS Part
I REUPartllOFEFA T 7 #BRICHE L2,

B EE R RGBS

(UPDRSOEEET A7 OEE GERHIRKME—B5HIE))
ZALa) PPX vs
BEHR UPDRS |58 | sepig | (EFA | ppc
(GRE%ES) AL B o

— ¥ 5H)

PPX | 79 | —2.50
JTEESONES 1/?;%/\ Partll mprac T 83 | —0.50 | <0-%!

FimE PPX | 79 | —6.00
(248.326) | Partl |- o0 <0.001

a) BEBPPX : 77 IRF Y — VEBEKAY. PLAC: 7St K
b) 248.326:ABE D E(LEIFHFRME, ZOMtIIFHEE TR L,

©) 248.3267 5113 Wilcoxon “IEAME. £ DfIFANOVADDPEER L7z,

7T IRF Y — VIEBIEKAY T OREIEFAF I E A 1385.0%
(68/80f1) <. EZREIWERITEILEMIESS.0% (28/80fl)
VAFHTYT33.8% (27/80f) . NEEK27.5% (22/80f). & %
122.5% (18/80) . AHR15.0% (12/80f1). $&%EL13.8%
(11/80f) TdH - 719,

(FEENSEBEDRFEMELVANVAL Y I AMEREE (TEEL

THEREIRE¥) )

17.1.5 EINSE T 485L5%
RRELVZA VALY FAEBEREFAf AR E LZERNZ
BEREERHBICBW T, 77 IF Y — VIERRIEKY
(0.125mg x 1[al/H & D #i#) &7 7 R E26EBZEORS L
TR 7T IAF Y — UVIEBREKHINE 7T R & i LRRTR
BEERARN ) 275 7 _ECRIBMENEGES RS (PLMI) OFRE LR
DERUIZ, Flo BBLVANLVAL Y 7 REBREFE S L —
TEAEE X/ — )L (IRLS : International Restless Legs
Syndrome Study Group Rating Scale) &&tA 37 DR—2

TAUHPEOELRTY ST REWE L CERERDZR LY,

PLMIDZ (L&

B | R | R—2T( | BE56E | Z{LRED PP){% Q@L)AC
Pac i | a0 | ws | 65 OO
IRLS&E 2 27 02L&

BB | R | N—AT1 > | el | e | T G
Pac o s s T ea] %

a) BESHPPX 1 75 IRF YV — VEBIEKMYW. PLAC: 754K

b) PLMI. IRLSAE AT 7 RUNR—RATA 75 DE(LBIFFHETR L.

c) ANCOVA®DDIEZR LTz,
T IRF Y — VIEEBREKFY) T ORIEHAFEIRE E1345.0%
(9/20f1) <. EZEWERAIZEDLS.0% (3/2061). B AR
15.0% (3/20f1). BE3#E10.0% (2/2041). {HER10.0% (2/204)
THo7o

17.1.6 EASE M BER
BREVANL ALy JREREBEEE1AF 2R E L-EA
TEEREERBRICBVLWT., 75 IRF Y - UERIEKTY
0.25mg. 0.5mgKkU*0.75mg/HOEEHE % 6ABKRS L. 5l
EhE 7T INF Y - VEBREKMY0.25mg~0.75mg %
flexible dose Tl HI1E46EMES L7z#, 75 I RF Y — )L
ERtE K A#70.25mg. 0.5mgKk U'0.75mg/HO W ho FER
IZBWTBIRLSEFHAITDONR—=Z5 A »H 5 DOZE(LEIZI08L
LA Uiz 10l EOREAIGEEESSE (0-10 @ BE, 11-
20 : RS, 21-30 : B, 31-40 1 EFICEE) ICBWLWTEE
EPIBRERET S E2BHRL. BRNICEZEDD HUES
Uz, F/o. FFERICBWLW T, 552 % CIRLSAEH 2 0
7 DEE LIz D R LD,

—EeHH
B 55 ERE | R—254 | HE56HE Zit&
PPX (&%) 154 22.3 10.1 —12.2
0.25mg 43 21.4 9.8 —11.7
0.5mg 53 22.6 9.9 —12.7
0.75mg 53 22.8 10.7 —12.1
Eld=prat|
RN=254 V| #5128 | %5248 | #5528
R 140 138 131 119
IRLS&EH X7 22.3 8.2 7.3 4.9
ZLE — —14.1 —14.9 —17.2

a) HEEPPX : 75 I RF Y — VIERIE/KY
IRLSEFH AT RUOR=2AF A V6 OB LEITFEETR LT,
mB. ®A0.75mg/HA S#iEE 3 ICHEFRIELIGETHE
HAEERIIRD 5N o,

T I RF Y — VI ERIE KA T O BIEH FHE I E 41360.4%
(93/154%1) <. FZEMERIZED31.8% (49/15441) . {EER
17.5% (27/154%1) . BEJE7.1% (11/15461). B RNHRES5.8%
(9/15441) . 1EF5.2% (8/1544) . MEM5.2% (8/15441) T
HoT,

18. EPEIE

18.1 {EFRF

18.1.1 RINZ VD2ZBKICKT B (in vitro)
TTIRF Y — JUIEBRIEKFIE RS2 VD2REET 7 3 —
(D2v D3y Ds) 120 LBV 2R L7220,
DR UDsZEARICN T 2 HAMEITR S 5 h 2 722,

18.1.2 RN VD2ZEFHBIER
MPTP (l-methyl-4-phenyl-1,2,3,6-tetrahydropyridine)
FHAIN—F VY VRETLEDIIBOC, BEETF TR
BRI VD2 BRFREERNIC & 0 BREER & AZ A EIA D [E
ETEEFERELE (FPATXTL) B, /o NaRY R—)LiE
FHY LT —EROBEERER L (T ) 2

18.2 N—F Y VIRIFEIRE(ER

18.2.1 MPTPEARIEIRAE(ERA
MPTPFEF/N—F >V IEERERE 70 E 7 ) 7F 2 X 2 Vg
BEOBERETHE L (TATFYPL) ¥,

18.2.2 ) - EfEICXI T BLE1ER
LV FERES - BfREROWEERAEZR L, Ih60
WEEAII VAR RS EOHAICKIDERT 5 EFRDOHNT
(v R) P,

18.3 VR R AL v T RIEIREHRER DEIEIER
6-OHDA (6-hydroxydopamine) 12 &k D BN K3 2%
EEMSELT Y MIBWTIE, X5 LA D TEIEE & YR
BB L7225, 75 I RFY — UEBEKIPHRSICED
NS OIANIIIH] = 7=,



19. B ICRYT BIBEFHAR
—RRBIEHR : 7T I RF Y — VIREREAKAIY
(Pramipexole Hydrochloride Hydrate) (JAN)

{£%¥& : (S) -2-Amino-4,5,6,7-tetrahydro-6-
propylaminobenzothiazole dihydrochloride
monohydrate

PF38 : CioHiZNsS - 2HCI - H.O

SFE 1302.26

% R BHE~-HEOEORRENIEREOH KR TH S,
KIHED THEITR T AY ) = UICRREBEITFRT <,
I =) (95) IZRRBIFIC<L, ThIeray
T UITIFEA LB T 20,

{EZFEER -

N,
H3C/\/ """ S
| )—NHz2HCIH;0
N

B = 200C (%)

20. BBV EDEE
TU IO —AEREG I, BREET CGEEL TRET ST &,

22. G

(I3 ERFYV—)LIEEIESR0.125mg [FFP])
(PTP) 100%E (10$Ex10)

(TS ERFY—IVIEEGESER0.5mg [FFP])
(PTP) 1008 (10%€x10)

23. EFEXk

1) AJL{E @ EEPREEEE 2003 5 19 (2) : 149-161

2) AL fih : EREESE 20035 19 (2) @ 163-177

3) BRANR=F 2V VREEOEMEHEMT (- T7u—)L
$E © 2003F12H2HA&RR. HEERMIE ~.3. (2))

4) SAEMRRRR A O EM BB () (2 - 7 u—IUgE:
2003FE12H2H &R, HFERMIEE ~.3. (1))

5) MEERERA OB EAENT (FEER) (-2 7u—
$E 1 2003F12H2H &R, HEERHEE ~.3. (1))

6) HAIRRK T 7 — vt HNER | EYENE SR

7) EYERICNT 2EEOHE (L - 71— )LEE 1 2003512
F2HA&AGE. HEEERIE ~.3. (1))

8) Yokoyama, K. et al. : ZEWEIEE 1999 ; 14 (4) : 300-308

9) NEINBHKEREEZFOEMERMNT (- 70— :
2003FE12H2HA&FE. HFERMIE ~.3. (2))

10) EMBRRICHT AU AF IV OFE (V- 70— ILEE:
2003FE12H2H &R, HIFERMIE ~.3. (3))

1) HEANS=F >V IIREEBEFEREHAT (€ -2 7u—
$E : 20034E12A2H &R, HEFEERMIE ~.3. (2))

12) Mizuno, Y. et al. : Movement Disorders. 2003 ; 18
(10) : 1149-1156

13) HARTOE MM ERE L-DOPAMH (5Ei248.505)
(& - 70— )U§E : 20034 12H2H &GS, HEERE
£.3..(3) . 1)

14) Shannon, K.M. : Neurology. 1997 ; 49 (3) : 724-728

15) BeR TS MAHHEGER, ' L-DOPAJEAFH (5X5%248.323)
(€ - 70u—)U$E : 20035 12H2H AR, FEERE
r.3.4) . 1)

16) SHEAFIEA/ S —F >V REEHEIERE (- > 7u—)L
$E 1 2003F12H2H &, HEERMEE ~.3. (4) . 2)

17) Guttman, M. : Neurology. 1997 ; 49 (4) : 1060-1065

18) BKIN T HEMAH BB L-DOPAMFA (558248.326)
(€ - 7u—)U$E : 20035 12H2H AR, FHEERE
N3, (4) .2)

19) HBAABREEL A ML ALy 7 AERBEEEE THRAR
(€ - 7u—)U$E : 2010FE1H20H &R, HFEERE
2.7.6.1)

20) BARAEFREL AP LA Ly 7 AERBEEEE NTHERAR
(€ - 7u—)U$E : 20101 H20H &R, HFEERE
2.7.6.2)

21) Mierau, J. et al. : Eur. J. Pharmacol. 1995 ; 290 : 29-36

22) Mierau, J. : Clin. Neuropharmacol. 1995; 18:
S195-5206

23) Domino, E.F. et al. : Eur. J. Pharmacol. 1997 ; 325 :
137-144

24) RSP ICRET 2R AMET (K - > 70— )LSE & 20034
12H2H%GR. HFEERHIE &-1)

25) RNIEE  fth : EE2 &K% 2003 ;5 49 (6) - 973-983

26) Ondo, W.G. et al. : Movement Disorders. 2000 ; 15
(1) : 154-158

%24, NEREERERTEVWSHOEE
HAIREK 7 7 — v R A BEEERE
T155—8655 BRI A K AIR4-43-11
TEL 050-3383-3846

26. ShERRFEEES
26.1 BG&EARFETT
[ ) o
stk or—v R aR
RREEGIXLET 1-4-4



