RIS 3 UEEIE S —F Y VIRIBEA
LA NLVALY 7 AERBEAEH
BISE, AL B

75 I RF Y — VIERE K EE

TJSENEY =)z 0.125mew,
JSENFY=)bisresz 0.5 me)

PRAMIPEXOLE HYDROCHLORIDE TABLETS

*x 20269 HEET (56AR)
* 20264 ET (35hK)

B EEERI HES
871169, 87119

B BERF
BHHA - 35

$£0.125mg | $E0.5mg

) EE-BEMEOMLGEICLD %% S| 22500AMX00323 | 22500AMX00324
FHI B L fFee| 2013466 H | 2013464
1. = T INFY — UERRIEAKHP & U T1.5mgRiiD 5 &1 200

BIJRDIRVWRENEER CIEREN H#S5NB T D
&Y. FrRENEREICK ) BBEEHZEIL
IeBINBETNTNB DT, BEICHKEIDRFEHIE
EERMRERFICDOVWTKKHBEL. FERADIC
(. EBEDERL. BHMORE. SFERSERZE
HESERICHBIERBWVELSEFET ST &, 8.1,
11.1.188]

2. B2 (ROEBEICIFIES LBV E)

2.1 B ITER L T W AR eEHE D H 5 [9.55
HE]

2.2 RENIDRRS N LiBBUEDOREFERED H 2 B#F

ICHEIL T R&%ZIC, 1.5mgll EoBEIE3mEIC53E LT
BREROKRET 5, o8, Fi. ERICK O EEEREAD
TZ57, |HRIZ45mgEzBER e\l &,
(PEENSEEDRREMVA MV AL Y T RIEREE (T
FRLETNBERENREY) )

BH BACRTZ IRFY - VIEREKINE LT
0.25mg# 1 H 1 [EFEE2 ~ KRR RORE T 2. #5131
HO.125mgk VA L. FERICIE CTIHO.75mg %8 2 75
WHIFETEEERT 520, HERIRERN LoE% 53T
o2&,

7. BERUHEICEEY 2R

(N—F 2V VR

7.1 FAOHE . LEPSBHK L. DRFOHBHER. H
fLEHER. MEFOBEZ +7I/TV. HEICHRE

gaﬁg'&“ (] H#1.5~4.5mg) TTHEBT ST L. [8.2,
L 9.1.1, 9.1.3, 11.1.28ME]
W4 7T IRFY - VIERIESRE | T T I F Y — VIERIEE 7.2 BHSRREE RS I NT 515
0.125mg [YD| 0.5mg [YD) WD & 5 B BRI G R FE LB
s | 79 SXE TSR 77 S K = BUBHSHECHNT 2L, 55, BHREMERS
SERSEKAIMO.125mg  SRRHE/KAIH0.5mg R ARAIHRRORAIARITEOEBY T 5.,
Gma DY Y SR RUERAYFY Ty, KU Ry, R [9.2.1. 9.2.2, 9.8.2. 16.6.1%E]
KA 8. 277U Y EMg Py
3.2 HEIDMHIR TITIUR 5% a1 Hi5 8 RAIHE
Wong |77 3NV D VERUER| 7T IR Y — LIRS (mL/min)
0.125mg [YD] 0.5mg [YD] I1HE& LT
AR - FITE Hen R Eé@ﬂﬁkb%ﬁ 1.5mgA -
sLvrF=vy| 1H2EESE 0.125mg 4.5mg
W Y75V AZ50 | 1HEBE LT x 2[8] (1.5mgx 3[@])
1.5mghl | :
[=RES femm 1H3[E#E
B #52.5mm 50> 27 L7 F= 2.25mg
N =~ 0.125mg
e 85mg Y7V T7I VA TH2EHE X 2] (1.125mg
=20 X 2[a])
Shab F: 20>7Lv7F= 0.125mg 1.5mg
* ;gjlﬁ\?—y;ijjj‘/%ﬁ YIIVT TR 1R1 35 X 1[H] (1.5mgx 1[H])

OhEENSREMFREL A NVAL Y I RERE (T
FeE$ LEANRERENRES)

5. MEEXIFFHIRICRHET DFE
VAN VRL Y 7 AREWGRRE (THEEIIEANBEEERER) 0
. BV A ML ALY ERBRE SV — T OB E
BROEREAr — VICE S EEICER L, L
TEAICOAZRET B &,

(FEEHNSEEDHREMEVANVAL Yy I REREE (TR
B8 ETBEREIRES) )

73 EBREMELANLV ALy FUERBICB I 51 HEARSE

(0.75mg) & N—F UV VRBELV HHEVZD, 7

L7 F=r 7752 AH20mL/minkl b o B EEREE

BETIREOLEIILZVWA., Bitdsr0IE7 LT F

Z 775 AN 20mL/minKiil O S i B pEEE

BEICBI2ARHOENEROCREMEIIHELL TRV

6. HiERURE . N5 DEFISHT ARFOBSIIOVTIE, 1A
IN—F VY VR BLogRELAREE2ZEBLUTCHEICHKT S Z &,
WHE. RAIIE TS IRFY — VEBEKIE LTLHE [9.2.1, 9.2.2, 9.8.2, 16.6.1%&]
0.25mgn 51 Lo, 28HICIHR%0.5mgé L, L%

BABELANS, LEREBICIHEE LT0.5mgd o

L. #reR (IE¥IHE1.5~4.5mg) 2EH 5. |HENS

B36alo12



8. EEREARNIE

(GhgEttE)

8.1 EXMERFICK Y BFEHSFHR LR LFIrHESH
TW3, ZERAMEREZES LEFMOFRICIE. EREPE
EORRD XD 2aikzBomh o 16l 5 W\idHkE55H
HB1IED R L BICD THRIALFIBIRESNT
W5, BFICIEARAOZEFRIER KX CHREICOWVWTX
<FHHEL. HEEOERL, BHORE. SEXSRER
EESEZIIRESELVEIS>TEERT S E, (1.,
11.1.128]

8.2 BKFICEEMEAICIZ. HF W, VB HH, LK6DEFHD
M EEMEICEDERPRONSZENDH S, T2,
NS DERDPFER LIZHEICIE. EROEEIZE LT,
WEXIZHE2hIET 540 E0BEY L ABEZITH>Z &,
[7.1. 9.1.2. 9.1.3%]

8.3 LA RINXIE PRI U BEAMBEFHEOKESICED ., RN
B (EAMAETBORBEORESMICAF 2R 2L
Wb hboT ., FHRNICF Yy TV 2BVETIRE).
FRIEMITE., WEEEE. 2RZFOEHEHHIHEEIH
EINTVEDOT. ZOKD HERSFERLZBEICIE.
BWEXIHRE2PIET 24 S@ A MERZTH &, &
2. BERUORBESEICZO LD 2EEHIHEEORERIC
DWCHAT A &,

84 N—F UV URBEIIBWVLT, AFIOBE., FIEASKE
BBAHEE. BT AL, BBABEXEFIEICED.,
HUERHEARIT A EN DS, /-y RRIUTZR
gD A A RE XTI & 0 SEEEEE R
(BEE. AR, 5D, BHE BT, BRFOERE
BHET5) Pbobhbdlehdhd, b, FEREL
AMVALY JAEBRBEREICBOTE, —F VY
WEZLIVLHENEVAD, BIHLELTH LUV,
[11.1.4%0E]

(IN—FV Y V5

**+8.5 KHIOFEMRA L, RHIETH S [T IF Y — )i

B KFIMRASE] SR—TdH2H, A - ARFPER
B ELICERT AL, Ty KAILS [FT73IRF
v — VIEREIEKAMIARREE] NIV B 5B, B
H2oDEAMETHZH. +HICBEORELZBR
TH5IL YOBRICHLTE, [F73IFY—)UIER
HKMARASE] o [17.8BKEE] 0EESE ICHES
BRI B &,
(PEENSEEDRFREMVA NV AL Y T RIEREE (T
B2 L THETEIRES) )

86 KA EEDI PRI VERAEGKEHEOBREICELD
Augmentation (REOERFHRP2REL LR E 5. fE
ROWE, tOMUBEAORERIEKR) PEDONZ &N
BB, TOXSWERPRD SN HEICI, BE
Xid#EEPILT 2R EOMY) 2 EBEHE LS &,

9. BEDEHRZEIZBEICHATIEE

9.1 BHIE - BXEEEDH D EE

9.1.1 {18, EEZDREERIEZNSDBREREDGZE
&

ERPEENIIRRALS IR E8H 5B, [7.1.
11.1.2%08]

9.1.2 EERMVREXEFZNSDEHEEDH S EE
RMEENESEORERAPRER LI 252BEhN
b5, [8.2%H]

9.1.3 EMEEDEE
SERDPEALT B EDH B, [7.1. 8.2%8]

9.2 BigREEEERE

9.2.1 BiHEBZEDHDEE
BIERPRBE LT 2 2BEN»H 5. [7.2. 7.35
1]

9.2.2 BEEEEDHIEE (JUL7FZUVIUTFPS VAN
50mL/minzki%)

B2 750 ADOMKTICE D ARF OHEL B EE
T57:0, BENBRERAGLEHECERLEPSE

HICWHET A2 L. AFIEFRICRPICKRELAD E &
Prtts N, . BINEED LI VWIEIEFEICEELRE
BERERETCOTHLHERARRIEIZVOT, 20k
ILERFICHLTIIREZBE LGS SEHEICKRST
5T &, [7.2. 7.38H]

9.5 ii®

ERATER L TV AR O H 2 ZHEICIERES LV
ZELEBY (Sy ) RHVWEAERESERE T, D

TOZEFBRDENTVS,

< ZIARENR O —M A SHRERAS% (Seg. 1) (2.5mg/kg/H#x
@) ¢, ME7us 75 BEOETICEDER
ROMKT

- BERRRARSRE (Seg. 1) (1.5mg/kg/Hi%58E)
T ME S 7F VBEOETICE S EEREE
DD

- RESR AR S (Seg.l) (0.5mg/kgbl L/
Hi58) ¢ ME us 75 BEOETICESL
HERMGEOKT [2.12]

9.6 =A®

R LOEREROBIRBOEREZEZE L, IO

Wizt EgEdT s &, B MIBLWTTaS s+
YHWEMET S EARESNTSB Y., HAItgweil

FlT ML DS, BB, BWER (Sv ) THRH

FABITTHZESROLNT NS,

9.7 INR

NEZEEDRE U ENERRBRIEER L TLan,

9.8 SkE

9.8.1 BEOREZBE LAY oEEICRET S L, IE
LHORBMIERD D 5 b2 BE&ICd. HEXZES 2
kg5 EEBIc. BEICSU THBHRE2ERAT
B EQBEYRMBEZITHO L. N—F UV IREE
ERRE L-BERHABICBVLT6S5EY FoERE o
BEEICH L. SEZORBHERO BRI E W ERA
DWROLENT V5B,

9.8.2 & (1H1[0.125mg) » 65 %2FinT 574 &HBE
OREEZBELZASEBICKRET S &, AAIZE
WWIRFICREEO Z EHRE SN 2D, BRETEE
FEESETRLTWAZ ENZ N, [7.2, 7.3, 16.6.1%
]

10. #HE{ERA
10.2 HAER (HAISERTSIIL)

¥R 2% ERAER - B A W - fElER+7
NFFVEEREN | DAFXIVT B | AF A VEEREN
LBt S 2% | SORIERASHE®RT | LTBIRttsh 33
#i 5ZENHB, O |FEOHAICKD,
VAFTVU. TR EIBRBRICE. A | RNFHB VIV T R
vy YRS HlzRET S L, 2 O A OB IRME
[16.7.1218] FWBWAL, B
V7T ABETRT
BZENDH B,
SEERA TEFAMPE®RT 28% |FIHS TR
7L a—)L b s, Wk, ARElE OB
W& D EFRE O
REMEIEZ SN,
[AVARNIVZ 2w ]| AREOERPRET T | AFNE B3 U EH

Tz ) FTIVHR
A, 7Fur =z
J YREHL A b
7a7rs IR, R
MV

BTN H %,

ETHD., HAHICK
D T EE A O 1E A
HIsBENNH %,

Fs—F> v VA
VAR, ftav
VHEI. T E Y
VIEEEE. FuoF

¥ K8

IAFAIT . L.
EELE ORIE A
WMIBHIENDH B,

HEICER P HE®RT
2TENDB,
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11. BIfER
WROBWERDPHS5bNBE I ERHHDT, BEE I
TV, BEPRDONBARICEREE2FIET 52 EHE
R MBEZT> 2 &,
11.1 EXLENER
11.1.1 RRHEBAE (0.1~ 5%KiiH)
BRD R WEFKNERL D 5 DONEHIENDH S, [1..
8.12M#]
11.1.24%8 (15.4%). B8 (0.1 ~5%Ki). BAE (0.1
~5%KiM) . B (0.1~5%HKi) . $#HE (FHER
)
SIE (FICKIR) . B, EAR. B, #Eilrd o
ONBETENHBEOT. ZOXDEHEITIE. BEX
B35 EHIET A EEBIC. BEICE U THS MR
EHEAT A2 EOBY ZMBEZITH> L. [7.1.
9.1.1%E]
1113 \MARKIVE Y TEBSDWBIEIREE (SIADH) (BEER
)
KT Y7 LAME. EREEME. R b7 L8k
RO, ERR. B, BREES 24 HAR
RIVE Y AEE D UMERRE (SIADH) »"dbobhd
ZENHBHZDOT, BEDPROSNLGHICEERE 2%
1IEU. KAEROHRE#E 2 MEEITS 2 &,
11.1.4 BHAEIREE GEEAH)
NR—F 2V URBEZEICBVT, AEO2EREEXIX
Fikic k. BHERESSGODNEIZENDH S, B
Kz -+t BE, BEEE, BEHES. B5E0
MTEE. ARERGES . WREE. SR, MEOEH.
T, MECKO LERAEND 5 b 5BEITITEMEE
BEOIERTH B H 5 7m0, Bi5%. BiE
L. RSB H. KBS oEzagz2IT>52 &,
[8.4%1H]
11.1.5 HEIERRIARAE (BH/SREA)
R, AR, CKER., mHhRUOCRFIF oy
v ERARBE T AMBUTBAES D S5 bNSZ &N
D5, BEGRMAEIC X2l BREEORKEICERT
5Tk,
11.1.6 FFEEEEREE (BHEARHH)
AST. ALT. LDH. y-GTP. VLYY ERZED
S EERES D S bNE I ENDH 5,
11.2 ZOfthDEIER

GhgeHiE)
5%5L E 0.1~5%K¥ | 0.1%K | SHEREA
SEBE BHHER
A 2. HERE. ¥E. D
MRz BE FERE
# - & |CKER B,
L2 (7.5%)
B [ VAFEAIT|V AN T | KA
Kt (17.5%). RERITHE, &
BR | HEHR R, R B
(16.8%) N
HEWN o—X A, /&
(12.5%) AHIZ L v,
U (5.5%) |RERHE. M@
HEGE., /28—
EIV AR SN
DIEE
B A | OPEzR S SRR I E
B3R (8.3%) &I E T
Hhn
R k., Bos BH. 81N
50&., HEH. KT
Z=HH

5%LL b 0.1~5%FKM | 0.1%FKWM | SEEREA
T | BAR A, %M 3 7 B BORE
ER (12.2%). W, K5 REEE) (4%
AR (6.5%) |&. B&, B B, AR,
HEE., RiF 5O, HEY
JRER. B AN BTN
2. Pk ERE) . W
HIHEARTTE |
T AR GE
BRAE. RN
BETE, AR,
BE (FE
). &
. OHEE%E
WEE
HILE | ED M. BiEE. 1RERD
(29.9%) . BA. EEXK
HIERR B O %.
(11.9%) SGRUE. A
fE#R (9.0%). | L7 A
RN
(6.9%) .
gt (5.9%)
iid i #% 66 2 ¥ v-GTPLR
(ASTESR.
ALTLESR.
LDH_EH%)
[ pagli TussFy
BT, RE&
LVEY LR
Rt MAEfE 5
TEER KiLE. Bhi%
R 23 PERBEE ., IR FREA
% EHGM
— M A
g M. BRI,
& W, WA
B, FHAEY
¥Vyd 5, g
B, 8
R I 5 e AN
L$o<D
TR HREEED
i

F) BESREOSNGE
mE, BY)LAEZT

[
ST &,

& BEEMIGEHERORSEICRY

(PEEHNSEEDRRELVA VAL Y T REREE (TR
ERLETREAEIRES) )

5%

HR - RASHHER

LA FLVALy ZAEBRBEDaugmentation
(2.3%)

13. BERS
13.1 fiedk

BO. B, BEOERE. EHEZ.

FEEOERZ RIS 2R H %,

13.208
BHERAR S N2 GE8IC], FUBMREOREG 2 Z R
T 5. 5B, MKBITICKBREGARFTE 20,

14. BALOER

5. Bk, &I

14.1 FHIRAFFHOER

14.1.1 PTPEEOEFZPTPY — b S5E O Hi L CIRAT 5
LSBT B L. PTPY— FO#EMICED . BEOHE
AP RERBEATA L, BIC3EEB I LTt
AREDERLGIELHET 2N B 5.

14.1.2 AFNIHIH L TARRE R 70 IRAERICPTPY —
P SED T LSEET S L,

B36alo12



15. ZDthDFER

15.1 BEFREERICED < 185
B MCBLTARAE GEH S —% > v LA & R
DORAEEIIRD SNED 72 L DHELND 5,

15.2 JEERFRERERICED < 1536
S FORAFERE (24, AMEERS) BLT,
2mg/kg/ E BI_E 0 5 5 TR HE O S AR S &
TW5,

16. EMENRE

16.1 MORE

16.1.1 BEHRS
RIS TS 3 _% Y — VIEEBEAKRYO.1, 0.2,
0.3mg % Z=ERHIC BEE S Lz & X0, MiEhf
EALEDIENIEN T A — 5 ZRKITRT o CnaxX T
AUCIFHEEMREZR LD,

77 IRF Y — VIERRIEKIY BEE SR OENERE/ T
A=y (ZERRS)

EMHRIST - 0.lmg 0.2mg 0.3mg
Cmax (pg/mL) | 294.6+46.3 | 583.2£69.9 | 766.3+88.8
Tmax (hr) 1.5+0.5 1.4+0.5 23+1.2
ti2 (hr) 7.71+1.90 | 6.36%+1.46 | 6.94+1.09
3139.2 5642.5 9135.8
AUCo= (pg-hr/ml) | 0o +681.6 +£1422.2

(PHofE £ RS, n=8)

16.1.2 RiE#RS
(MMEFPRZEALIFBEHTE)
TR ASHIIC 75 I RV — )UIEEEE/KFIMO0. Img %
#IHBWIZ1HLE,. 2HEIZ1H2E,. 3~6HHIZ1H3
H. 7HEIZ1IMABKERORS L& &, mEHER
ZLABE T H3EHRS5ME%3IH TEFRBIGEL
Too F7z. BRI EHROEYEEINT X —5 5 TFHl
ENBPUEOREHREICLHEBEE I RDP 722,
GHFEITH T 2 IMTERE)
N—=F 2V IRBEHEIC. 75 IRFY - VIEREEKN
M1.0~4.5mg%x KEZORSHBOERIRE (MERFEK
SHBB4HELRE) IcBnwT, mMEREED b5 7E
SRS L TERMICEMNYT 5 2 & RBE i,
F—#BEICB I 2EERED T 7EICKE B
BERHSNT . 7T IRF Y — UIERRIEKIY RER
EROEFERBICB I 2ERIIBRO SN o723,
16.1.3 £FHFIAZE
BERAICBT 37T IRF Y — )UIEREIEKY D4
PIERIRHRIZO0~93%TdH - 7295 (SEADF—
7)o
16.1.4 Y2 HIEIE M ER
(FS5=RFY—IViIEEIESE0.5mg [YD])
7T IRF Y- VIE#ES0.5mg [YD] &v -7
0 —)L$E0.5mg#® 7 0 A+ —N—EI L D ZhEh18E
(77 3%y — )UIEEEE/KFIY & L0.5mg) ., B
RABTF16ZICHEREROKRS L ClERREE
BEZHEELEZ. Bon-EYHFHEISS XA —%
(AUC. Cmax) WZDWTHEHENT 21T > 1658, WA
DEYZENEEE ISR SN0,

HIEIRT A —% BENTA—F

AUC0724 Cmax Tmax t12

(pg - hr/mL) | (pg/mL) | (hr) (hr)

;é;ﬁ%g;m ;’L 11866 1020 | 28 | 65
AR + + + +

YD) *+1451 +178 +2.6 *+1.0

v 7u—)LEE 12057 1011 2.7 6.6

0.5mg +1382 +169 +2.3 +1.0

(P + EERZE,. n=16)

(pg/mL)
12007 —— 7 F3IRFY—)UIERRIESE0.5mg[ YD |
10001t A E-D?U—)bﬁO.Smg

CEHE = 1Z {2, n=16)

0 5 10 15 20 25
#E&RH (hr)

MEEFEEN OICAUC, CmaxEFD/8T7 A =513, #HEE OBIR, (FROR
X[ - RS ORI X > TR SRS D 2.

16.2 ORUN
R AL TS I RF Y —)UIERRIEKIIY0.25mg % 22
JER I RZICHEEREORSE L & & omiEhRE bk
DEMEEINT A=y 2B LTz, ZORER. EYERk
NIRA—FITERBRERZEDONT, TITIRFY—
HEREKF ORI T 5 BEORE IV VWb DL
Zzoniz) HEAOT—%), &H. BNTEMS
NIRRT 2R ERE (BEREE) ROKRE
BEOEIHE (B%REKE) OEYEENRI A -y %21
BL. ZORBR. TnaxlIBZEE T3.1 i & 280
¥ 5 (1.5Bff) ICHLERT AP ED 5 Nizs5,
Cmax~ AUC&Utl/ﬂi“thiﬁﬂjbeb\ 70‘53
REF Y — UIBBEKH ORI 9 2 BEOFEILD
ZLHDEEZSND2,
16.3 9
b MIEEABERIZIT~26%TH 728 (in vitro).
16.5 HEtt
BEERAICIAC-TF I R+ Y — LIEBREANY0.3mg
EREOHKEG Uz & &, MBEHRORPICIIKERT PARE
fblkE LTHEHRET . T/, BERIGKBE TIC
87.6%MWRAIZ, 1.6%MHEFPICHtS Nz, T IR
¥V — VIR KA IR B SRR & B 2 5
nizd HEADOTF—%),
16.6 BEDERZFIIESE
16.6.1 BiREEEEE
BEBRAN. BE 027V 7F=VIUT7ITVR
<80mL/min). H%E B0=/L7F=>7UTF
Y A<50mL/min) RUOREE SZ/LVv7F=r27V)
7 T > A<30mL/min) OEREEREBE L CITEN
BE26620RICTT I RF Y — VIERRIE KM
0.25mgzHE5 L. EMBEEZMET Lz, TORKE.
Chmax~ Tmax&ﬁVd/FbCﬁ%@%ti%ﬂ@67}1@73’0f:
M. WRBICRT EBO 1R EE R OEE O BHEE
BERZFIIBVWT, BERAOKIBICER Lz, &
B B s NzTT IRF Y — VIERIEKINY TS
BONI%TH 729 HNEADT—%),

B36alo12



7T I RF Y — UIEFEEKHIY0.25mg B [u]#; 58 O S B
BRI A —FH (BFERA. BREREES)

JVTFZY
wERE |7)75 s AUCq- t1/2 CLtot/F CLr.
; (ng-hr/mL) | (hr) | (mL/min) | (mL/min)
(mL/min)
7.33 11.3 411 277
BARA | >80 1 6| 149 |+272| =859 | +50.0
BT A 50~79| 6 10.2 15.3 297 206
FRERE +2.29 |+£3.82| =£57.2 +79.0%D
L 30~49] 5 16.4 36.3 192 105
HERE R +545 |£18.8] £52.5 +43.9%2)
EEE e 529 | 3 22.6 38.4 131 32.8
fERE +3.48 |+£12.7| £22.2 +15.6
(P9l = 1ZHERE)
#1) n=5
#2) n=4

/2. HEAZ GRS —F VY URBHICTT 3
RE Y — VIEHEBIEKAY O EE R R gE 2 %5 L
TEoN-IMFETREET — ¥ 2 H\ - BRE Ry B
I OER, 7L T7F=2 7Y 7> AH80mL/min
2530mL/minliZE R T 5 ERO7 )7 5> X
53% &N L7219, [7.2, 7.3, 9.8.28]

16.7 EYMEEIER

16.7.1 IXFIV, PRIVIIVIEEE
BEEERA 12612 RIS T 5 I RF V) — VIERBE KA
0.25mgk Uy X F Y 2300mg = ftRZEOHKRS L. 7
T INRF Y — VIEBIEKNY OB REIC 1T T 2 A
FOLDHERRF L. ZOHE., 53IRFY—
JVIS BRI KA B 5 e LR S T 7o 3R
¥V — VIEBIEKNY O RPRBLFRIR R ICER
REZED oD, B T75 A (CLy) &
30~39%EEICE TR L. ipldEELL, 202 &P
5. 7T 3IRFY - VIEBIEKNY S BEOEKE N F
FUEREREN L TCRMESWMENS ZENRBEN
7210 (BMEADT—%),
Tl N=F UV URBEICT T IRFY - )VIERIE
KHP1.0~4.5mg% REROKRE L. EHRE (i
HEXRSHG%ZAIHBEDIEE) 802 mEEHEE (52
Fl) o, ERERMICRY 2L —Yary7r—<vIF%
T4 TABNICE O Ty UEBREE O (28
) 1T KBEEERE LR, 77 IRFV—ILE
BIEKNIO 7 ) TS5 ADPMETR T 5 2 EDRER SN
7212, [10.28H]

16.8 ZDith

(FS5=R+V—)ViEEEIEEE0.125mg [YD])

75 IRF Y —)UIEREESE0.125mg [YD] X [&EFER

HROEFEMFOEMENREERBET 1 KT 1> (B

18F11H24H HAEBERFE11240045)] D&, 7

T IRFY — LIEREES0.5mg [YD] ZEMERHF E L&

&, BHEBEHICE O XEMZNICESZE E AR I N,

17. ERERREEE

17.1 BERUTRSMEICET 5558

(IN—F Y VR

17.1.1 BASE MEEER
N—F 2V UIRBE3ISFIERRE LI-EN_EER
BERBRICBWT, 79 3IXF Y — VIEBRIEKY
(0.125mgX2[El/H& D#iM). 7HEZ ) TF X
VOVERHE (1.25mgx 1E/H X D #ilg) &7 IR
ZI2EMRORSE UK, 75 I_F Y — ) UIERRIEK
M7 RE& B LUPDRS (Unified
Parkinson's Disease Rating Scale) Partl (H&
ATEEE) ROPartll GEBRENMRE) OFEEHAD
TEERICRE L, /2. 75 3IXRF Y- IVIERE
KO AT 7 OREBRTOEZ ) TF 0 X I)VEEE
ICHBLE S nWZ EAREni,

EN_EEMRLEHABRNE (UPDRSOFAEF A7 OE(LE
(HERF BRI — R 5 ATE) )

#ia> | o [PPXvs BROM
BEHE . (418 g0
; PLA
(tggs) | UOR| B R o | EEE
— 5) (90%CI)
ppx | 102 | 220
PartIl (2399 <0.001 0.74
ar !
ny PLAC| 107 | —1.00 (~0.16~1.63)
P BROM | 104 |(-3.25)
SR RSO 1000
48505 PPX | 102 | [l .
Partll Foac T 107 | —=5.00 | <991 | (Z0.65~4.09)
BROM | 104 | (-9.98)

a) HBEBPPX 1 75 IRF YV —)UEBIE/KHY. PLAC: 75+t R,
BROM : 70E7 Y FF > X )VEEE
b) ZftEIFFRIEE (FHHE) E2RLUI.
¢) Wilcoxon “fEARREDpEZER Lz,
d) F%RAAIZUPDRS Partll 1.0, UPDRS Partll2.0

% 7-. UPDRS PartI XiIPartllOFFH AT 7 A
30%LL EOBAREIR UIER OB % IREITRT

FIIRFY—)L | TuEIYSF PR

BRI A VEsE ’

56.9% 49.0% 29.9%

UPDRS Partll | 5e 1 01 (51/104f) | (32/10741)
63.7% 60.6% 36.4%

UPDRS Partll| o5 /1 02p51) (63/10481) | (39/10760)

7T I REF Y — VISR TORWERRIE &1
69.6% (71/102%1) T, EZBIMEHXHEILARR
23.5% (24/10241). NEZ.18.6% (19/10241). &Ak
AR16.7% (17/10261). P AF 2T 715.7% (16/
102%1) . fEM12.7% (13/10261). £812.7% (13/
10261). HR11.8% (12/102%1). &£ 12110.8%
(11/10261) T - 721915,
17.1.2 B85 E MABEHER

N—=F 2V IREBHE3ZFI2NRE LB —EEHR
HERBICBWT., 75 IRF V- VIEREEKNY
(0.125mg x 3[El/H & D i) & TS5 AE2RE
SVEBRORS LK, 79 IRF Y — UIEREIE/KH
Y375 &R & ik LUPDRS Part I & O'PartlI 04
BEtATIT7TEAERBICHE L,

BN TEERRBRE (UPDRSOZAFAI7ORLE (M
FHARAE — R 5 R11E))

ZLa PPX vs
BIng UPDRS | e |sem | FEH | pac
(ARBAES) TSI B
—#&5H0)
oy | PPX 163 ] —19 |
Kooy | YRR P e T 170 | 04 '
g | A PPX | 162 | —5.0
(248.323) | part — | <0.001
PLAC | 168 | 0.8

a) BEHPPX : 75 IRF Y - VIERRIEKIY. PLAC: 75t R

b) 248.326ABDOE{LBIFFRME, ZOMIEFEEHETR L.

c) 248.326iEk I3 Wilcoxon “IEAME. ZDfttlZANOVADDIE%
RU7z,

7T INRF Y - VEBRIEKNY TORIERFRE&
81.1% (133/16441) <. EEIfEHIZMESR32.9%
(54/16461) . ZEED £1127.4% (45/16401). &
MRAE19.5% (32/16461). HHHR17.7% (29/164%1).
HESIRE14.0% (23/164%1). EF#:12.8% (21/164
i), SEREL12.2% (20/16461) TdH - 71017,
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17.1.3 ;BASE MBHER
IN=F 2V IREBE28TH # R E LI BN —EEH
EEHBRICBWT, 79 IXRF Y - VIERBRIEKTY
(0.125mgx 3[E/H & 0 #i#) XiF7 7t Kz RE
BVAMMEOHRE LK, 75 IRF Y — VIERRE/KH
W37 5K EHEE LUPDRS Partll & UPartll 4%
BEIR a7 EBERICHE LT,

BN FEREERBRE (UPDRSOEBEFTAI7OE(LE (M
FEIm A E — R 5 HIE) )

ZIERY | poy s
B INE UPDRS | st | e | PERE ) ppac
(AAEES) AR B
— 1500
oy |LPPX [ 144 [ 27 [
S1s e T .
fewyyy | VRS e T a3 | —13
e PPX | 144 | —62
(248.324) | porin = <0.001
PLAC | 142 | —26

a) ¥E5BPPX : 75 IRF Y —)UERBIE/KIIM. PLAC: 75t X

b) 248.326i B DOE(LEIEFHIME, ZOftdFIgETR LIz,

c) 248.326: Bk IZWilcoxon “HAME. ZOftIZANOVADDIE%E
R~U7zo

75 IRFY — VIEBIEKY T ORIWER TS &
64.0% (94/147f%1) <. EZBEEHAIIER21.8%
(32/14761). {EEL1.6% (17/14761). EEIIEE
10.9% (16/147f%1). ZEMHED £1210.2% (15/147
). EIHRIMTE6.8% (10/1476]) TH-7-18),
17.1.4 ;BAE MBHER

N—=F 2V UIRBE246H1 2 /R E LB —EER
BERBICBWT, 75 3%V — VIEBRIEKY
(0.125mgx3[E/H&E D #it), T7uEr Y S5 R
DOVERHE (1.25mgx 1El/H X D #iig) & 75K
EREONHIIHMEO®RS Lz, I 3IRFVU—
JUIEEEIE/KAIMNE 75 & AR & Helt LUPDRS Part 1T &
UPartll D&t AT 7 2 BREICHE LT,

B EEERRBRE (UPDRSOEEEHRAI7OEE (H
R E — R 5 HIE) )

ZALRY | ppy i
B IAR uPDRs |5z |epn | R prac
(HERES) 535 B
—#5/0)
g LPPX [ 79 [ 250 [
s1e,¢ | Par .
fegyyy | YRES PLAC | 83 | —0.50
il P PPX | 79 | —6.00
(248.326) | portmn <0.001
PLAC | 83 | —2.00

a) HEEPPX 1 75 IRF Y — JUEBRE/KAY. PLAC: 75+ XK

b) 248.326iEEOELEIEFIME. ZOftIFIHETRLZ,

c) 248.326: Bk IZWilcoxon “fBAME, Z DMt iFANOVADplE%E
mU7zo

75 IRFY — VEBRIEKY T ORIEF TS &1
85.0% (68/80f) <. X7 BIERA I HEARINE
35.0% (28/80f). Y AF*T733.8% (27/80
Bl) . WES27.5% (22/80%1). ®»£1122.5% (18/80
B1). AER15.0% (12/80%1). $£%.13.8% (11/80
Bl) T - 71920,

(PEEHSEBEOERELVANVAL YT REREE (T

B8 - TREAEIREY) )

17.1.5 EASE 0 fB5A5%
BEELVA NV ALy F AERBBRE4IH 205 E L
FERZEEREBERRICBLWT., FIIRFY—IL
EREIE KA (0.125mg < 1[E/H & 0 #it) iz 7
St REZGARBEORE LK, 75 IFY—)LiE
BRIE/KFIMNE 75 £ AR & el URIRERIRR Y 75 7 |
TR RIS (PLMI) 0BELZRLZRL

Teo Eiz. EBEVA ML ALY J AREBBHZES L —
TEEE X —)L (IRLS : International Restless
Legs Syndrome Study Group Rating Scale) &
HRATOR=ZAF L U 5OEBTH ST RE
HB L CERBEA %R Uz,

PLMIDOZ L&

BE# | ER | X-271 | B56:8 | Z{LED | PPX vs PLACE#IE)

PPX 20 29.6 4.6 —25.0

0.0019

PLAC | 18 46.0 39.5 —6.5

IRLS&Ft A a7 0Z(LE
BE# | ER | X-271 2 | 8568 | Z{LED | PPX vs PLACE#IE)

PPX 20 23.4 7.3 —16.1

0.0005
PLAC | 21 25.1 18.7 —6.4

a) BEHPPX : 75 IRFV —)UEBIEKIY. PLAC: 75t R

b) PLMI, IRLSHEIRIA 7 RUR—=Z T A V5 DE{LBIFZFHE
TRLT

¢) ANCOVADplE%ER L7z,

7T I RF Y —UIRRBIERHY T ORIVEFSBREI & 13
45.0% (9/2061) <. ELBIERIZED15.0% (3/
20f1) . BAPEEL5.0% (3/2041). 8E#%E10.0% (2/
20f1) 1AR10.0% (2/20f1) Td -7z20,
17.1.6 EASE MAEEHER

RRMEL A M LVAL Y 7 ARERBEE 1540 2 R &
L-EN_—EEMEEHBRICBVWT, 93IRFY—
JVIERRIEAKFN#0.25mg. 0.5mg& U*0.75mg/H D&
EARZOEMBKE L, 5IE/HETIIRFY—ILE
ERIE/KFI#0.25mg ~0.75mg % flexible doseT1H1
E46EMBR G LIzkE, 75 I %Y — )UIEBBE/KHIY
0.25mg. 0.5mgk0*0.75mg/HDOWFhOFHERIC
BLTBHBIRLSAEFRAIATOR—ZAT A1 U6 DELE
E10BL B Lizo 10Dl LA EEEE S (0-
10 : B, 11-20 : &M, 21-30 : @B, 31-40:
FEEICEE) ICBWTHEEENIBBEHRET L%
BHL. BRNICBEROD L HEBEE RN Lz, £z, JE
BRHICBWT, 8552 F CIRLSEETRAIAT DR

E LR ZR LTz,
—HEHRH
B 58 EFE | R—2514 > BE56 | Bt®
PPX (&3t) 154 22.3 10.1 —-12.2
0.25mg 48 21.4 9.8 —-11.7
0.5mg 53 22.6 9.9 —12.7
0.75mg 53 22.8 10.7 —12.1
I
R—=2AF4 v | #5128 | #5248 | %5528
REFIEL 140 138 131 119
IRLS&FH A7 22.3 8.2 7.3 4.9
Z{b& — —14.1 —14.9 —-17.2

a) BEBPPX @ 75 IRF Y — UERIEKHY

IRLSEEH A7 RUNR—RAFA VH 6 DELBIZFHETR L.
%8B, &K0.75mg/ A2 6 WiEE I ISR IE L2 GE T H EEE
BEEEIIFED SN hr o T,

7T INRF Y - VEBRIEKNY TORBIERFRE&
60.4% (93/154%1) <. E&EEMIZEDL31.8%
(49/15441) . HEER17.5% (27/15441). BEE7.1%
(11/15441). BAPUES.8% (9/154%1). 1E#5.2%
(8/154f1) . MEH:S.2% (8/154f1) Td - 7z2223),
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18. EZHEFIE
18.1 {ERtER
18.1.1 RINZ VD2ZHFICH T 28 (in vitro)
7T IRFY - UVIEBIERFYIE R8I Y D2RAR
77 3Y— (D2 D3, Da) ITH LEWHMAMEZTRL
7229,
D1 X UDsZ BTN T 2 BMEIR S 2 h 27225,
18.1.2 RINZ VD22 E{FFIBIER
MPTP (l1-methyl-4-phenyl-1,2,3,6-
tetrahydropyridine) #HEHANIN—F 2V UHET IV
BWICBVT, MEERT ST TABBER NI VD2REA
AR E RIS & 0 BB R & 3 ORI O mERTE) 2 3
FLU7220 (TPHTFHN). £z HNaRY F—)LiER
HE VT —EROBEERAEZR L) (T ).
18.2 N—FV ViRtREIREER
18.2.1 MPTPERIEIRAEIER
MPTP#F/ S —F >V ViREERE 70 €7 Y FF >
AVIVERE D EHARTHE LR (TATFINL),
18.2.2 8} - EfEICX T HE1ERA
LYV e s ERER - BEREROWEEREZR U,
NS DOWBERAIXLAR FNEDFFHICK D IERT
ZEFRDENTZ (T R),
18.3 VA MV RAL v T REIRBHREERDILEER
6-OHDA (6-hydroxydopamine) iZ& 0 O K8
IVHREERSET Y MIBOLTIE M5 ST
B[O &SRR A L7208, 7T IRF Y — VIR
KPR 51T X D Zh S OBEINEIIH S h 7229,

19. B ICEY IE(EZHAR
—BFE ¢ 7T I F Y —URBBEKAIY
(Pramipexole Hydrochloride Hydrate)
ft % % :(S)-2-Amino-4,5,6,7-tetrahydro-6-
propylaminobenzothiazole
dihydrochloride monohydrate
: C10H17N3S - 2HCI - H20
1302.26
P HE~BEHEORBRNIIHEREOHRT
H%o
HKICHD THEIFRT L AF ) —LIce®
BWIRTL. TF =)L (95) IR BIT
12, T RS RO TS VICIEEALTE
HRAYRN
Bl #9290 (53F#)
s=ar 3o kv

oo
H3C/\/ ) S
| )—NHy 2HCI-H,0
N

20. RV EDER
7 IO —AERERI. BRI OB L TRE
THIE,

22. @%
(F5=R+FY—VIEEIEEE0.125mg [YD])
100%¢ [1088 (PTP) x10]
(FS=R*Y—VIERRIEEE0.5mg [YDI)
100%¢ [10%8 (PTP) x10]
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)

4) S EEBERAOEMBEMENT (Ei) (£-v7u-)L
$€ : 2003412 A2 &R, HFEERHEEA3.(1))

5) SMEREERRA QMBI BT (FEIEH) (2 -y 7u—L

O
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6) *AER AR E SR (880.5mg)

7) FEMERICTT 2EHOME (¥ - T u—JLEE 2003
FEI2H2HARR. HEEREA3.(1))
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9) SEANBEHIEEREREOEMEEMNT (Y- 7u—)
$E 1 2003 12H2H&ZR. HFEERMIEA3.(2)

10) BEREMERHEN (I Ty 7 ALASE : 201 14E4H
22HAGR. HEERME2.7.2.2)

11) BYHEBIIRNTEIRAFIOOEE (K- 7u—-)
$E 1 2003 12H2H&AZR. HFEERMEA3.(3)

12) HRANR=F >V VREEBEMBEHENT (-7
O —)L#E : 2003F12H2H AR . HFERMBEEA.3.
2))

13) &R EWENREERER (820.125mg)

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

15) HRATOSEMMELEEHABE/L-DOPAME (B
248.505) (¥ - ¥ 7ua—)L$E : 200341282 H &R,
FHEEERMIEE 1.3.(3).1))

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

17) BRR OB MM R/ L-DOPAJESMA (K
248.323) (¥ - ¥7ua—)L$E : 2003412 H2H &R,
RS RMEE 1.3.(4).1))

18) HEADMEA/)S—F >V UIRBEEIHERR (-7
O —)L#E : 2003F 128 2H AR, HFERMBEE 1.3
4).2))

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

20) MM TcoOE MM KRB /L-DOPAME (B
248.326) (¥ - 7ua—)L$E : 20034E12H2H &R,
FREE R 1.3.(3).2))

21) HARANBEFEEL A L ALy 7 AEREREERES DHRER

(- >¥7u—)L8E : 2010F1 H20HA&AZR, HEERM
52.7.6.1)

HARAEFEEL Z ML ALy 7 ARERE B S S HRER

(€ - 7a—)LiE : 20101 A20H %GR, HEERMTE

H).7.6.2)

23) MR (Y- > 70—)L8E: 2010F1H20H &R,
EBEHRES)
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Mierau, J. : Clin. Neuropharmacol. 1995; 18

(Suppl.1) : S195-206
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27) Na XY F=VFEHEAI LTIt T 2HEEH

(B - >7u— L8 2003F12H2H&R. HFERE
EAR.1.3.(2)

28) RAIEE fih @ R2EEFEZE 2003 ; 49(6) : 973-983

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

* 24, XEEERERUEVWEDESE
BREE AR — LT 1 v AMREE BREERS
BILRELTHFEFET#E3697F D8
BI8,. 0120-647-734

26. BGEAGERES

*26.1 SLERRTETT

% Bl 7/ A

ELEEILTHREHITHRE 3697 NS
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