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F A 5 # D EHARTEI B U 2 BRUERD S 1o 729

7T 3 — VR S SR OMERERE S5 i

B

(ng/mL)
18 4
16 s
14
a
12 H
»
10 4
i » » 8
% 8- - s 8
& B a B 2
i & &
= 6 N
Jg a
] é
A
2 é 2
R
a § N
0 T T T 4+ + T T T

1.0 15 20 25 30 35 4.0 45
8 me/RB)

GEFARBEIZB T A b T 7H (142508 . 787 —EF by =ax’)

16.1.3 EWENFIAE
BERE R B 1 B ARF 0 22 (9 A 221390~93% T 3 - 7209 (4L
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16.2 RYR
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16.3 2%
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720 HRANZGEOREIS—F 0V VIRBHIIRARL T T T I F Y
— VIR AR OB EE 2 55 L T S e g 7 — 4 % H
W R EFSEM BN BT O R, 2 LT F =02 ) T T 2 AH80mL/
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IREE ERF e G- BG4 H B D) 12 B 1) A Mg e (5261) 2 5. #E
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b BROM |104] (-3.25)
SR RS ~10.00
@1.5065) | PPX 1102} (11 75) 000l 1.76
artll Pprac T107] —5.00 U (-0.65~4.00)
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23.5%(24/10261) . ME4A18.6% (19/10261) . LHAIEL6.7% (17/10261) |
TV AF AT 715.7%(16/102f ) . AEFE12.7%(13/10261) . %] H12.7%
(13/102f1) . EHR11.8% (12/10261) . & F\210.8% (11/10261) TdH - 720
17.1.2 B EMHEHER

= F 2 UIREEIBGI AR R E Lol S EE MR BV
T, AFH1(0.125mgx 3[l/H & 1) #iHg) X1 7 7 & K % 5 K328 B 10
PG L7, ARHNE 7T 2R L B LUPDRS Part 1l K U'Part T D44
FIAa7 2 HEICEE LY,




A=Y S R
(UPDRSO &7 A a7 OZALE: (RERFIRA A — 57 fit) )

. i | ELEY | PPX vs
e UPDRS| #5887 | 1 | (R PLAC
B g5 | mei
e PPX [163 -1.9
RSN Zgﬁbﬂg‘ Partll 5 e Timo 0.4 <0.001
A PPX |162 -5.0
(248.323)
PartIl PLAC 163 038 <0.001

) B GHEPPX ¢ 7T I & Y — UVIEERE KA., PLAC : 79 &R

b) 248 . 326:ABE DAL 1T Il Z OMUFFEIEHE TR L 72,0

) 248. 326754 1 X Wilcoxon “IEAME . Z OMUEANOVADDE % 7R L 72,
ARH T ORI S BLEI 4 1381.1%(133/16461) T, £ 7% RI{EH 13 1R 45
32.9%(54/164%51 ). F B 1k © F 27.4%(45/164%1 ). 7R 5£19.5%
(32/16441) . {EHR17.7%(29/164%1) ., 77 JiE14.0% (23/1644%1 ) . 13 i
12.8%(21/164%51) . BHH12.2% (20/164%51) TdH - 72,

17.1.3 B5 5 MHEEER
=% 2 UIRBRERTH B AR L L W IR ER 2 B v
T ARH(0.125mg x 3/ H £ 1) #iH) 1k 7T & R % e f3208 1
WG L7, ARANE 7T 2R & LUPDRS Part 1 % OPartll O %4
FrA a7 e FEicteE L7z,

TSN SR SR
(UPDRSO & &t A 2 7 o2 b (HERHIIRASHE — $E5-1i14) )

. T | ZLE | PPX ws
et UPDRS #2587 | B | (MR PLAC
i B -5 | e
o PPX |144| -2.7
RS 1;;1‘#%‘ Partll o T —13 0.002
W PPX |144| 6.2
(248.324)
PartIll PLAC 1142 06 <0.001

) PeG-BEPPX - 7T I F Y — VEREEE AR . PLAC @ 754K

b) 248 . 3263 BE DAL TP ILE, F OMIFFIHE TR L 72,

c) 248. 3267 8% 1 X Wilcoxon “IEAME . Z DMIEANOVADDE % R L 72,
AFH T OEIEF S BLE 4 1364.0% (94/14761) . F % @IE IR &
21.8%(32/147%1) . {EHE11.6% (17/1476%1) . 477 %210.9% (16/147%1)
B F1210.2% (15/14761) 2 37 PEACIAEGS . 8% (10/14761) Tdb - 72

17.1.4 B E N ERER
IN—F 2 B FEACH E R & L s EE RSB B W
T, AHI(0.125mgx 3Ml/H L Y @ik, 7aE2 ) 7F v A2 2 OVEEE
(1.25mgx 1lal/H X v ifi#g) i 77+ K2 %E9H H11H MR #%5
L7z, ARHFNE 75 AR L [ LUPDRS PartIl & O°Partll O %& 51 A
a7 R H I LY,

WY SR BRI A
(UPDRSO & &t A 2 7 D2 b (HEFRHIIRASH — $e 5-mi14) )

Y55 5 2 LD PPX vs
égﬁﬁ%) UPDRS | #5862 | ] | (HEFRHAS RIS PLAC
AR B -5 | B
o PPX | 79| —2.50
R A2 ‘/g;}%" Patl Pprac (s3] —0s0 | OO
i PPX |79 -6.00
(248.326)
PartIl PLAC |3 200 <0.001

) GHPPX | 77 I F Y — VIERIEKIIY,. PLAC . 79 &K

b) 248 . 326FER D ZAL L I, 2 DAL TFIME TR L 72,

©) 248 . 32654551 E Wilcoxon “HEAME . £ DMIZANOVADPfEZ 7R L 720
AH] T ORIE A SEBLE 41385.0% (68/8061) T 4= 72 BIAE T 14 37 VK
TME35.0% (28/801) « ¥ A ¥ 4 2 733.8% (27/80%1) . Mi527.5% (22/80
B) . & F\222.5%(18/80%1) . AHR15.0% (12/80%1) . #%L13.8%(11/80
B)ThHo770

(FEEIPOBEDFRMEL X ML XL v T ZGEMREE (FIERIERREEREE) )

17.1.5 EAE 85
FERBEL A MLV ALy ZFAEBEREZAAZ S E LENZEE
M BGRER IS BV Tl AHI(0.125mg x 1nl/H £ 0 #liilg) iz 77 & R
ZOE ARG L 72, RANE 77 2R & L LEIEIRIR R ) 75
7 L CE YRR B e 5 (PLMD O F B el b &R L. F72.
BELA ML AL Yy 7 AFEGEREIIGE 7 Vv — T EAERE A 7 — )V (IRLS
International Restless Legs Syndrome Study Group Rating Scale) &
FRAITOR=ZAFTA v HODEMARTH 7T RELBKLTHER
WA E R LI,

PLMIDZ L1
PGB | FEBI S| N — 2 5 1 | #5608 | £1t&EY |PPX vs PLACHEEBAS
PPX | 20 | 296 | 46 | 2.0
PLAC| 18 | 460 | 395 | —6.5 0.0019

IRLSE&FF A a7 o2
G5B PEGIR N — A T A 7| #5638 | Z L |PPX vs PLACHEE R

PPX | 20 23.4 7.3 | -16.1
PLAC | 21 25.1 18.7 | —6.4

) 5HPPX 1 7T I XF Y — VIEEREAKAIY ., PLAC: 754K

0.0005

b)PLMIIRLSE AT 7 e U= 2T A ¥ 75 DZALRIEIME TR L 72,

¢) ANCOVADDfli% /R L 720
RFHITORIWER ZEBEI13245.0% (9/2061) T, FE 2 BIVEH IFE015.0%
(3/2081) . BHAPLIEL5.0% (3/20851) . HIF10.09% (2/2061) . {EHR10.0%
(2/2081) T > 720

17.1.6 EINSE THEGER
BEMEL A ML AL v 7 AGEREEEE 1A 2 R L L2 EN EE R
el atBs 2 BT, A#FI0.25mg. 0.5mg e 00, 75mg/ H o &5 & % 6
ST L. 51 &6t X A#0.25mg ~0.75mg % flexible doseT1H 18146
WS L 228 ARFI0.25mg. 0.5mgM 0%0.75mg/ H DWW h o fl &
FEICBWTHIRLSEF A I T DOXR—=Z 5 4 ¥ 5 D2 LEIZ10LL Eik
L7z 10PN Lo dANGEAERE 540 (0-10 © 88, 11-20 : WERRE, 21-
30 EE, 31-40  FERWISEE) ICB W CEEEDS IS E T2 L%
EHRL, BRMICEROD 2QEE R L. T2, FERIPICBWT,
%5529  TIRLSEEF 2 a7 0% L7z A 2R L7217,

ZEH M

5B HE B %
PPX (47D 154

FEE I
N—254 > [ %5128 | #5248 | #5528
,,,,,,,,,,,,,,,,,,,,, 138 |18l L9
,,,,,,,,,,,,,,,,,,,,, 8.2 .73 ] .49
-14.1 -14.9 -17.2

) ¥ GHEPPX 7T 3 RF Y — UIERRIE KA

IRLSEFIA I 7 HUNR=2 5 A ¥ H 5 OB LR ITFEIMETRL 720

B, wK0.75mg/ H 2 & Wi $ 128 5 ik L 23554 T b B R

3D LN h o720
RFH T O BIE 38 BLE 4 1360.4% (93/15461) <. F 7 BIE L
31.8%(49/154%1) . MENR17.5% (27/154%1) . BEJGET7.1% (11/154%1). BHAR
LS . 8% (9/1541%1) ATFRS . 2% (8/154%1) RIS . 2% (8/15481) T - 720

18. FEhzE

18.1 1k

18.1.1 K/NI > D2ZREICH T 280 (n vitro)
RENE K83 YD2ZHEMART 7 3 — (Do Day D) l2RF L v BRI
EaRL7EW,
D UDs 2RI 2 BRI IR & e o 7219,

18.1.2 K/N3I U D22 R FFIBER
MPTP (1-methyl-4-phenyl-1,2,3,6-tetrahydropyridine) # 76~ 3 73— %
UV VIRETVEINI BT, MGE Y T AR N8 D22 AR
PERINC & D BEEM & LSO 2 5556 L7z (7 7 7)), &
Jou NERY R= VSN 5 LTy — RO Z R L72(5 5 )P,

18.2 N—F >V UiRBERSEER

18.2.1 MPTPHRIEIRKZE(ER
MPTP#EFE/S—F ¥V VIRRHERZ 70 €2 ) 7F v AV )VIEE L )
BHBETYEE L (T A2,

18.2.2 #&B) - EMRICX T 2 KEEA
L)V Yy D) - BMEROSFEN 2R Lz, S odiE
FIE VAR B OB IC L DBRS 2 2 L2558 sz (v 2)P,

18.3 LA ML AL v 7 ZERBBEROLE/ER
6-OHDA (6-hydroxydopamine) {2 & ) IMPID K78 3 fig 2 21 & &
727 v MIZBWTIE, 25 EAYY ATEh I EL & STAZ R [ ASEE I L 72 A5,
REFEGZ L) SIS OBEHMIINH] S 722,

19. B SICE Y 2 E{EFAER

— i FR
77 I RF Y — VR KA (Pramipexole Hydrochloride Hydrate
(JAN). Pramipexole (INN)) (JAN)

flas=2
(S)-2-Amino-4,5,6,7-tetrahydro-6-propylaminobenzothiazole
dihydrochloride monohydrate

F
CuwoH17NsS - 2HCI - H20

I
302.26

IR
B Ot S TS SR E OB R ARICBD THEIFR T, A5/ — )i
RRFETRT L T8 = V(9B IR RWHETIZL W

AL
H H
N,
H3C/\/ S,
| />—NH2~2HC1~H20
N
[L950

#)290C  (53f#)



oy AR L

logD=~0.2(-4 2 % 7 —)V/0.067mol/L") > F&f#% i, pH7.4.20C)

2. 9

(E - ¥ 70—JL$0.125mg)
100$E[108E (PTP) x 10]
5008€ [ 10§ (PTP) x 50]

(E - >70-JV§£0.5mg)
1008 [108E (PTP) x 10]
5008 [10§E (PTP) x50]
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