20254E10AET (52A/R)
*20214E12A%ET (BB16R)
Bk - SIEAE
B3HEARS : 244 A (2mg)

B RINS VDB HRIENEE
O =O—)VIEEISREE

LEYI CRszone sk

BAEEERIEES
871169

3% (8mg)
¢
wJCR
Ve $28ne

s ReQuip CRablets

s \\

M EEE™ 2mg 8mg

¥ FE-EmEoMSE SRS |22400AMX00726|22400AMX00727

WCEOERT S & BRFERAME 20124E8F
1. B 7.2 —RICZEERBREICBVWTED, IBHEOMELEERA 2L

AEDIRVRENEREN CIRIESEN HS5NB T ENBY. &
T RFEHBIRIC & W BEIESHZEC LIfismETnTH
20T, BEICHADOREWEENR MRRFICONTKL
FEAL. AERAPRICIE. BEEDEL. BEOERE. B
PERERIRZH SERICEBTERNELSIEFRTH I &,
[8.1. 11.1.188]

2. EB (ROFBHEICEFRELEBVI L)
2.1 FAIDREIITN UBBREOBUERE D & 5 B¥H
2

2 EIRSUAER L C W A REE D & 24tk [9.52]]

3. #A% - MK
3.1 #8mK
HR7E 4 L % v 7CR$E2mg L ¥ v 7CR$E8mg
1E 15+

BRI (o =u—)LiEREE2.28mg | o = 0 — LIEREIES. 12mg
(E=p—)LbEL2.00mg) | (B¥=0—)L &L 78.00mg)
e7uxu—2, UK. 7Vt VRBLT
ATy D-v = b=, ANAT—=RAF )T LA,

WA B, RE RS TFRRANI 2 ATTY VBV S

AU L, BEEKS AR BE="BR{tsk, Bt

FE o, w7ad—)L400. EZFEE. BRI EET

) SmgEIc VRN
3.2 BURIDHER

HR7E 4 L ¥ v FCRéE2mg L ¥ v FCR$E8mMg

” MK BEBEO T4 VA —|REBD T 4 VAT —T
11 « P
A EER 50 g S
#Ala— ¥ |GS 3V2 GS 5CC

=z | es ( \

/x E/x S~ NS
&éﬁx%“ﬂ]ZﬁmmX69mm 12.6mm X 6.9mm

x (o)

[N —
(B&)  |6.4mm
HE  |474mg

4. FEEXISFHR
N—=FV YR

6. FERURAE
WE. Ao Y=o—)L & LTIRIERMg? 51k, 2:EH
ICdmg/HET B DREBEE LA, BEICE L. 2mg/
HISLEMMN EOMRCHEET 5, WINoBRE5EDBAD]
HIEREO#H%E5 T .
%8B, Fi ERICKDBEERERET 57, n¥=g—)L & LTl
HElomga#BAZWI &L ET 5,

7. BERUHEICEEY 3R

7.1 KAOR 5136 HERUCHEICIEVWDEY Sine . HLEER
(BD. B, MEFOBEz 91TV, BEEEALYHE
HIEBLEE S LICHEYAERBEEDD L, T2, FAKRS
IR ERE T 2HAICODEDP MBI 2 L2 B ET S5 L.

HINT HATREED B H7-0 . BBREBEENEE LU,

7.3 KRNI TE AR CHEFICRAT A EH5EET ST &,

7.4 KEIOBMETEERSETH S [0 =0 — LIERIESE
0.25mg. [Flmg. E2mgl EE—TH 27, HELUHENE
BRAHIEIEETHIE, T2, n¥oo— VIERRIERE (FK
5E) OKRFINDOBEZ 25T, BHL2 OV BITET
HBED, THICBEOREEBET S &, DBZICELT
. 17 EBREBEOEZSE ICHEBEZRIRT A2 &,

8. EEREANIE

8.1 ZEFRMIERIC LV HBEHKZRLZ LI REshTn5
ZEH. BEICIIEROERL OMEEZICOWTIFHAL.
HBEDER, WHMOERE. SFEESERE A FEICRESE
SELZVWEOIEEBTHIE, B, BB W TERER %
B UEMORIZIE. EREPBEORRD &S Zaikz R
B o 1B B VITRERIRBIED R L 7RIS THR
LflbEshTnsd, [1.. 11.1.138E]

8.2 N MHEIMENALNE I ENHAHD T, KEOEEIIDE
MOIED. HFEWV, ILBEL 5H, LS5O IFDRHEKILED
BIEPTERDZRD SN-EEICIE, BHE. REXIIB SRS
OEY 2B EITS T &

8.3 KA OHEE. FIABELGEEIE. BHT 2 & Rz
BXIFIEICED, B BREE, SEOMEE. NHEEE
B, vav VERFOERERERAOOONLZENH D, £
7oy RS URBMMEBEOZMAEE L EhIEIc kD, A
BERREMRRE (RS, AL, 5O, FEHE., BT, KESORE
R2EMETE) PHobNHIENDH B, [11.1.3. 11.28E]

8.4 LAR RN RN U ZBEBEHEOERSICLD ., FRNIEE
(] ANBYETE O BB D H AR 2R 2B 2D S
T RRICE v > IV EEDETIREE) . RERTTE. e
HEE., RRZDEHEHHERESRMESNTVEIDT, DL
SIAERAPHEBELBEIE. BEXIRS2HIET 2% 5
URMBEZTH &, oy BERUFRESICZO LD REH
HIABEDORERICOWTHAT A Z &,

8.5 ARFNI2ABM P CHEMR S ZME L. BRT 2K OHEFS
NTVa07T, BUBROBE., ATALFGERN. THSEORE
T FEOHLENHEEBREPEL ko7 EE X 5N55A.
SATHEFERICARF OFRBY PRER S NG HITIE. KR OZR
BHFIcBeNZTVWBENIH 5.

9. HEDERZEIBEREICHT IR
9.1 SIHIE - BIEEFDNSG 2 2E
9.1.1 IR, EREDHEBERNTZNSDEEDH HEE
ERPEELIHALCITL BHI B,
9.1.2 EFRVEERXITZDEIEFEDS 2 EE
KANSFIEER 2 S DIBE T 2 2 AN 5 5.
9.1.3 EMEEDEE
FERPELT L ENDH S,
9.2 BREEREERE
9.2.1 EEDEBEEZ (JL7F=ZYIUF 52 A30mML/73KE)
DHZBEE
AENZEE L TER TRt SN S, £/, ThHDEFEZWNR
ELBRRBIIERL TW 2L, MERERZZ T TV EE
120 L T BT K S EHREEOMERIZ 2.



9.3 FHiEEREERE

9.3.1 FFRENH 3 EE
AANEEE LB TREISNS, £/o0 ThH50EHEEWR
& LB RABRIEERm L T,

9.3.2 ERDIFEEDH 5EFE
MFRHEPRES 2 T TIIXVEMAEOHEHRE VIR E R
ETHs [mv=—uo— VIERE0.25mg. [lmg. F2mgl| %
FuasltbEEILI L,

9.5 ¥Em
IR IR L TV AR O S A2 EICIIRE L s n T &,
BYMER (v 1) ThESE (FEED. FEEBEMRUE
DFE) PRESN TV, [2.28]

9.6 22w
BEELOERERUCBARBOARELZER L. BHALOMFEX
B2 BET 5 2 &, BRRBE CAARERICMEEH O T
IF VRBEOEKTPRO SN2, FItnwrsiifsnss
INDH B, Flon BYWER (S ) TAHHICBITILZ
EFRESN TV S,

9.7 INR
NREFZNRE U BRABIIER L TWha,

9.8 S
BEOREBLZER L 2P SHEEICKRET 22 L. BRRARKRICH
WTHREEOBHIERPZ L AbN T,

10. EE{EA
AENFEICCYPIA2IC XD RSB,
10.2 HAER (HRAISERTSDIL)

B4A

BE5L-EBETcur=no
—IVOIMFRE EFA A
SNTEDRENDH S D
Ty KRS HICERE
DIAMay v E2RE5H
XA 25413,
MBS CTCARIORE
BHRETLH &,

EHIZE FEREEIR - fEEAE | BF - BRREF
oS3 UHERA [ ARIOERDPSETT 2 2 | AKANE K293 U 1E
PURE e 3 EDH B, BETHO. A
ArZar3IR IZ K O EER OE
ZILE) R HP#Ends6%2

nNdH 5.
CYPIA2IEEEH o —u— L#EMEEE Y 2 h & O EH D
% BT HHEA FazaFysrEOM|CYPIA2IHEEMH

vFuzuFH HICEDo_u—Lollck ., KFOIM
NV CmaxMUAUCHZNZE | HBREN ERT 5
TIVRFHY I U NF60% % U84%IEN L | I REEN H B .
& el EMHESN TS,
KA ERICI NG DK
Fil & % GBtE I H kT
AT, BREIZE LT
AEIOHE*FAET 5
Es
IZbOFUEEEHEODI A huy vz | fFAE

D IS—F >V
VA
[11.1.2%8]

VAFATYT LR
BLEFEORIEM PRI L
I BB REENH B2
O, IS DEIWERN®
5HNIHEICITEE.
REX 3 H S HIEE O
P MEZTS T &

PPN

1. BIfER

WOBWERD HS6bNBI ENHAHDT, BEETDITITV.

PROSNIHE
1.1 EXGEHER

1.1.1 SRR (1.8%). EEOIEERE (EERHA)
HIJED 2 WSS BER . MEDEIRPHOoHNE I ENH 2,

[1.. 8.1=H]

B
I3 G 2HhIEd 570 S LB ZITS &

11.1.2 18 (13.7%). &8, BE,

EE (0.6%)
KHE. 2B, BE, $#Eil. B2EoBmERPdo bbb &
WHb, [10.228]

11.1.3 EBMEREE (0.3%)
KEOEE%. BERXITFIERIC, S8 BEEE. 5E0
FEE. NEEEE. a3y VERENPSGSDONEENH 5,
DX BERP S S bNGEICIE. BERBIHOEEIE
kL. £, KR ESFOHEEE - FIikROBAIT—HD
LOBEGRBICRU-BEEICHER L. (KSH, KoFEEDOHE
PEMEZITO L. BB, HERFEFTICLREEOERSH 5
bbb ENH 5, [8.350]

11.2 ZOfthDEWER

$HEL (WIFNLEHEARH).

.

5%ELE ST E
o 5. BE  |[BRD. NEET
k| BEUE [
TEF—E  RMEE. wak
¥ B WE. Ra. KR
PE. BB
RIS E TN s
R |
MEmRE EVEERE  EOE
B, B R, B, 0
EE fE e
EH’Z@D ,”:Z—\-E
RMEEE [ EAERERE
(R . K%
TOH 55, EHE. %
. )

) BEPRDSNLBEICE. BEERXIIHERORSE
KR &, BYRLEZITO & [8.35]

13. BEKRS

13.1 fER
PSS UAERICEES 2RV HEIRT %,

13.2 W&
oSS UHERE (FUR#HRE, X br7a77 I M) BE5I0&
DERPERT S ENFD 5,

14. BALEDER

14.1 FRIZMAFOER

PTPEZEOEAIIPTPY — b5 WM HE L TIRAT 2 XS 1EE
THZ &, PTPY— FOBESICED ., LS AT EEREA
FIAL. BICIIELAE B L CHIRBRARZEOEB 2 &0HE% 0t
RITLHIENDH D,

14.2 ZRIESEOER
AANIRIEEBIFCTH B2, BALZD., Elo720, Bz b
BT ZFOEERAIT A EOEET L &,

15. ZOftDER

15.2 FEERARHERICE D <R
BMER (v ) T1.5~50mg/kg/BD2ERBEICLD . K
Hileydigifan@EAL. RRiEOFAESE P HRKRFENICIEML 7
EOFENH B, 2B, YTATEPAREEFED SN T,

16. ZEMENRE

16.1 MPRE

L-dopaBFI3Ept il 0/ — % > v W IREHE6IC L % v F7CREE2~ 16mg

FLBREEAERICREROKRS LKoo =—a— Lo 7 78E

IR BRI 7.

R L-dopaBEBEHA/N—F VY VREBICLF v FCREE2~16mg L
BRIERRICRERORS LIHOMFEPOC—0—-ILD) ~S TRE

#58 (mg) BIE (1) ~ 7 7#E (ng/mL)

2 61 1.81*1.76
4 58 3.53%1.75
6 1 3.82

8 61 7.60+5.51
10 17 9.77%3.24
12 12 11.97+7.21
14 9 12.58+5.59
16 12 15.47+8.29

P+ R R



16.2 DRUX
16.2.1 REOXE
L-dopaB#AIFEMH O/ S —F >V VRBHIFIZRRIC, LF v TCREES
~lémgz BRICREROKRES LK, ZEREERTOFEPOE - 0—
LOENBHEICRBOEBIAONLE P>z, S ETHIE LS
o= — VB SHTEREICCmax (1.63+0.46ng/mL/mg) 12:&#
L. AUCo21328.28+7.88ng + hr/mL/mgTad > 7z,
25 r

- LTRRERR
—O-#RT

& (ng/mLime)

e
=

a—Jb

mighoE

B 51K (hr)

E1 L-dopaB¥BIFHAED/N—FV Y VREBEICUF v FCREE8~
1emgzREROKXS LERomMREPOE-O—-IVREHRE (&5
ETHIE)

TE+RERE (10~1161)

R2 L-dopaBFIBEHAD/IN—F VY VIREBEICLF v FCREES~16mg

ZREROZS LEBOMEDO L - O0—ILOEYEEE/NS X —5

(& 5ETHIE)

B5 %N Cmax (ng/mL/mg) |AUCox (ng - hr/mL/mg)
HER 1.63£0.46 28.28+7.88
MR 1.64+0.61 28.91+£10.37

SFHME + R, 104

16.2.2 NAATFRASEUF «
B S—F 2y UREE23GIC L F v FCRED8Mg % L H 1[E4~7H RH#E
5 U7z B OEREREICE T 2 Tmaxd FR{EIK6HEETH . LF
v THE (EAE) ©2.5mg# 1 H3E4~7HERO#S LzFomiEho e
ZO— LVOBRBRICHT S L F v FCREDHMNINA T T7RA S 7
1 1E88% LU ETH - 72" (SEAT—%).

16.3 9
In vitro COMEEAFEAERIZIS~42%TH > 7z,

16.5 Pt

16.5.1 EERASEHEIFIc o =0—)L0.1. 0.2%00.4mg™ % B[EE 3%
HLU7-BoR5%24EEcon a0 — LERUOEREY (H7oEL
&) ORFHHBIZILITOLEBY TH -7,

K3 ERRABHECOEZO-0.1~0.4mgZR S5 Uizl ORDHE
£ (B5BICHT 3% O=—0O0— L)

#E58 (mg) | n¥=—u—) | FREW (B7uLk) &it
0.1 6.4+2.9 35.3%+11.2 41.7+12.1
0.2 9.7+5.8 40.3+13.9 50.0£13.2
0.4 3.3+0.9 39.3+6.4 42.6+6.5

FHE L RRERZE 9
16.5.2 {REERA B A MCIER#RO0. 6mg™ & B O#% 5 L 72 D%

51248 & TORAETBEFRERIE, FRAIC86.1+£3.1%, EHIZ0.6+

0.5%TH -7 HHEAT—%).

) AAOAZHRE, B, Ao =o—)L& LTIHIE2mMg
P oiaw. BARICAmg/HEY 2. DIBRREEBE L 25, REIE
C. 2mg/HY S LEMY EOMRECHEET 2, WIhoBREROGAE
LIHIEREORSES Y 5. 6. Ffs. BERICKDBEEERT 25, 0
Yoo— L& LCIHRImgEBARW I EET %] Thb,

17. BRPRAGE

17.1 BAERUREMEICEET B

17.1.1 EREE MEHESER
L-dopa®d#IftFfl GEFHI S—F > v L) 3026 (L ¥+ v FCREE
1566, L v 75E GEASE) 14661) 2xRe L —EEmIEGiERIcs
W, ¥ v FCREEMUPDRS (Unified Parkinson's Disease Rating
Scale) Partll GEBRENHRE) OAFHEBMPERILFy FHEEHBLS
5%V ENRENTz. £7z. UPDRS Partll&EtED L AR Y & —3K,
UPDRS Partll (HEEFEHE) AFtRKROENEICET 52K H
ROWBER (BEFED LEHESNIEFOFE) ICBLTHLFy FHEE
EEOHFEZER L. wearing-off. on-offBliR & H T SEEHIC BT 5 off
R OFEHERR (2,88 DAERE) LERY SNz, RIGFHERE (248) @
#58139.21£4.05mg/H (FHE+XSD) Th o7z,

=1

UPDRS Partll SETRANE (24:805)

HE5R

B

N—AF{ >~

AR A

95% 5 DS ™)

L ¥ v 7CREE

141

24.1

-10.8

Ly 7

133

24.3

-11.1

-1.41, 2.09

) FELHET—TUIF2.58 L. SWEFEXE O _ERA2.5RKMORE. JEH
HE L7,

R2 ZOofthdFEFEEHEES (4i80)
w5 B TR
L¥ v FCREE| 151 81%
L ¥y T 139 78%

N—=ZFA 7.7
VAR TCRE] LI b (o) | 2.6

IR
UPDRS Partll
LA & — )

UPDRS Partll

T ‘ N—251v | 1.6
VEYTR | ehE on) | 2.9
g | LY 7CRE| D5l 63%
= Lo | 14 61%
—  Iv¥vJcRE| B 76%
5 Y 12)
OIRMORE™ 5y 78 | 69%

1) UPDRS PartIl &&tmn%20% L B U 7= fEfl O &l &

12) offefEi 2°20% L _E5E#E L 7= 2 Dl &

oo BRBOLF v FCREZEH (2487 532) ICBNT, WEIC
RITEBOLF v THENS LF v FCREENLH (1) TUDBA&Z
%, UPDRS PartI R UPartllO & RICIEE A EE(LIZ <, Bk
EHERF SN F7o. Ld v SCREEZ M L7 BEE LB L CRIER O
BHERIERETHD . BEICLENE LD >,

=3 LFvTFBENSLUFY TCRENDEIVER

L¥y 75 HESE (ng) L¥ v 7CR§EIHES5E (mg)
3 4
4.5 4
6 6
7.5 8
9 8
10.5 10
12 12
13.5 14
15 16

2B OIS EMRIER O L F v FCREED BIVEH R I EZ1249%
(76/15661) TH . EaBMERIZEDLIO% (15/156%1). {EIE10%
(15/15661) . $TH6% (10/15661) . E#S% (8/15661) Td o7z, KR
BThsHLFy THOBIEARFHEEI54% (79/1466) ThHO . Eix
EIERIZEDLL% (16/14661). ¥ ZAF %2 —10% (15/146f) . {EIE10%
(14/146%1) . 1FBED E V5% (7/1466) ThH o7z, 7. FEHMEMIE
H. L¥v 7CREZFEHR VORI SH%2 &O/50AMEE L CLF
TCREER G UIRERIC B 2 BIVEFAFFEE356% (41/73f]) <bH
0. ELEIERIZEDLI% (9/7361) . 1EIRI2% (9/736), Y AFHI—
7% (5/73(1) . %JE7% (5/73(1). #ILHARIMES% (4/7361) TH -7z
17.1.2 BINSE T AEEER

L-dopa®lEIJEH ARG (REIS—F >V VIREE) 62flzxtRe LIk
REEIEEHRAERICB VT, LF v FCREEIFRKREHEE (168) 185
UPDRS Partl RUPartllO&stEzkE L. $oa80EICHMT 528
72 ENROBERIITL.0% (44/6201) TH-7z. FHIHEFEEE (EEH
- MERERSH) 1311.13£2.77mg/H (FHELSD) TH- 7.

%4 UPDRS PartlI RU'PartM &5t mmAE (16805

FHmIEE ks N=RAFA v WA
UPDRS PartII &&= 62 8.2 -3.9
UPDRS PartMI &5 62 22.4 -11.3

L¥* v FCREEZSZEMB S U7z REFIC B 1 2 BIMEF R B 1385.5%
(53/6261) TH V. EaBIERIZEKR3S.7% (24/6201) . BED27.4%
(17/6201) . {EFR21.0% (13/62f). $JH21.0% (13/62f1) T -7z

18. EZhEEIE

18.1 {EFRKER
FENE R8I VDR B ERREHETH O, N8I VDR BEERERNRT
HIEICED, PUS—F UV VRIERAEZHERT 2B 6N 5,

18.2 iN—F 2V ViRIER
MPTPALE~—Et v MIBWTHRKENICERES ZHEMS . 75
EH & §E LY, FIC, L-dopa& i L7z&ICiE. L-dopa x5
LHE L CHRRICEREH LEMs 1Y,
R R E TR L ICB L CRWIREERA 2R L. Z0OEARERD
B TH-72Y,

18.3 JEZSFICHT B1EA

18.3.1 thiRi R/IN= VU ZBFICH T B1ER
In vitroiRERICB W THREE RS VDR B ERRICEVWERIEE R UL
B DIRBERIIIBINE RS 2 o7,



18.3.2 ZDDPIEMZEFKICH T S 1ER
In vitroFBRICBWTT RLF Y VZEE (an a B). TO b= 2A(E
(5-HTi 5-HT2)\ RV P T7TEEUZEE, GABAZRBAERO T F)La
UUZEE (LAHY YY) ODVTHUCHIFEAEEMEZREZDP 57,

19. BMHS Y 2BLFHAR
—f%H&F - o= o — ) LIEEE (Ropinirole Hydrochloride)
ft. % 4 :4-12-(Dipropylamino)ethyl]-2-indolinone
monohydrochloride

7 F 3 CisHaN20 - HCI
o F 2:29.84
ls==r 35
H
N
O - HCd
CH2CH2N(CH2CH2CH3)2

i K BE~REEOWNEKRTH S, KBTI Y =LK
UBERE (100) 1IC9RBTLT < TF 7 =)L (95) 129%
BFICLKL, TEFZPIARBYIF LI —FLICIEEA
EVBET s\,

Al B R244°C (5 R)

22. g%

(LF v CREE2Mg)
11288 (1488 (PTP) x8]

(L# v FCREE8Mg)
1128% [148% (PTP) %8l

23. EZ33
1) Tompson D, et al. : Clin Ther. 2007 ; 29 : 2654-2666
2) VETLBHE S @ I LR, 1996 ; 24 : S1805-S1815
3) Fukuzaki K, et al. : Pharmacol Biochem Behav. 2000 ; 67 : 121-129
4) Fukuzaki K, et al. : Pharmacol Biochem Behav. 2000 ; 65 : 503-508
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