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

75 I RF Y — VIERE K EE

2023F12HET (BB1AR) B REERI RS

871169, 87119

By i BIRRE
BNEAR : 34 \
JSENFEY=)beres 0.125men,
|
JSEAEY=)bemEs 0.5 mend)
PRAMIPEXOLE HYDROCHLORIDE TABLETS
$£0.125mg | $€0.5mg
) BEE-EEIZEoMAEICLD HEREE | 22500AMX00323 | 22500AMX00324
{FHT A& Hirehts| 2013464 | 2013%F6H
| EE L. #FFR (B%1HRLS~45mg) £E0 5. IHENS

ARD IRV RENBE R CEREE N H 5N Z &N
HY). FIRAENBESFICKYEHBHESHELIL
IEBIMBRESNTNZ DT, BEICKRIDRFENIE
BEMIRERFICOVWTKKFHBEL. FEIRADIC
(. EBEDEGL. BHMORE. SERSFERZ
FSERICKBIERBWVELSFRTSHI &, [8.1,
11.1.188]

2. BB (ROFJBEICFRS LBV L)

2.1 SR BIER LTV A AR D H 52 [9.58
]

2.2 AREIORG 0 LBBUE D BEEIE D & % B

3. #8m% - MR
3.1 48k

H7E4

TIIRFY - VEREESE| 7T I RF Y — VIEEE R
0.125mg [YD] 0.5mg [YD]

1$ER, 79 IRFVY—N|1EER. TITIRFY-L
HEEIE/KHI0.125mg EEIE/KAI0.5mg
D-vv=bh—=)b, byETIYTFVTFY, REFY, &
KA. A7 T VMg

3.2 HAIDMER

T IRF Y- VIERIER| TS I RF Y - VIERESE

BRI

RN

T 0.125mg [YD] 0.5mg [YD]
IR - FE BE0FHE EI%@*'H‘%)K D F#sE
S
B
Ex .
2 85mg 120mg
BAla—F YD176 YD177

4. FHEEX (F5H5R
ON—FV YUK
OFEZEENSBEDFRELVA NV AL Y T RERE (T
FeE$ LEANRERENRES)

5. REERIIRICEHET BFR
VA MLVAVY 7 AEGERE (TRELEARERER) 0
X, EELVA ML ALY 7 ERBHESV—T D% %ﬁ
WROEREEAr —VICESXEEICER L. BEE -
THAILOAKRET B &,

6. HiENURZ

IN—F VYV VIR

BEHEN RAICE TS IRFY - )VERBRIEKIME LTIHE
0.25mg»51EU®. 2EBICIHEZ0.5mge L. DIEAE
BEBELZAS, HEAMBICIHELS LT0.5mgd SHEE

Z IRF Y —)UIERRE/KFIY & U T1.5mg RO 51320
ICHEIL THA R&%ZIC, 1.5mgll EOBEIF3EICTE LT
BEEROBET 2. 2B, . ERICKVEEEES
TE5A, 1HRIZASMgEBA VLI L,
(FEENSTEDHFREMEVANVAL Y I REREE (T
BSLETEEREIRES) )
BE. RAICIR T IRF Y- IVERBIEKNIMELT
0.25mg#% 1 H1[EFE2 ~ 3R RTICRE OB E T 5, 51X
HO.125mgk VA L. FERICIECTIHO.75mg %8 2 75
WEHIFCHEEERT 22, ERIZLERY LoMEEH T
52 &,

7. BERUHAEICEET 5FR

(IN—=F2VYV VR

7.1 FAlo%E5:, SRS SHBL. IRFOBHER. ¥
L8R, MEFOBEL2 5 ciTVv, HEICHSE
(HE¥E1HE1.5~4.5mg) FTHBEIT S &, [8.2,
9.1.1. 9.1.3. 11.1.2%M#]

7.2 BHRERERE N 55
RO &> aHEEEBRICRSEE 2 FAEH L BEEICE
BLAFSHEBEICHETAZ &, 4B, THRiEREERS
ICNT 2RRKIHERUORKIORZEITROLEBD &T 5,
[9.2.1, 9.2.2, 9.8.2%H&]

VA =
TJIVTITVA B 5% e H#ES & mAIHE
(mL/min)
IHE&E LT
1.5mgAi
sL7F=ry | 1H2EES 0.125mg 4.5mg
Y75V AZ50 | 1HEBE LT X 2[a] (1.5mg x 3[@])
1.5mghl | :
1H3E#E
50>7Vv75= 2.25mg
Ly FIy | 1HAEE 0.1X225£]1g (1.125mg
220 X 2[a])
20>7Lv7F= 0.125mg 1.5mg
YIITITVA 1R 1E#S X 1[8] (1.5mgx 1[H])
(PEENSEEDHRELAMVAL Y T REREE (TR
BB LETEETEIREE) )

73 HHEMELANLV ALy S UERBICB I 51 HEARSE
(0.75mg) & N—F UV VRBELD BEVLD, 7
L7 F=r 7975y AH20mL/minkl o BrEREREE
BETRBEOBEILZVY, BEfihdsr0E7 L7 F
ZU 7752 AH20mL/minK i o = E i B E
BEICBI2ARHOENEROCREMEIIHELL TRV
2. NS DEBREICHT BARFORSIZOVTIE, A
BLoERELAREEEZZE L CEEICHETAZ &,
[9.2.1. 9.2.2, 9.8.2%H]
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8. EEREARNIE

(GheEHiE)

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.,
11.1.13H#]

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

8.3 LA RINXIE PRI U BEAMBEFHEOKESICED ., RN
fEtE (AAMAETBORBEORESICAF 2R 2L
Wb hboT ., FHRNICF Yy TV 2BVETIRE).
FRIEMITE., WEEEE. 2RZFOEHEHHIHEEIH
EINTVEDOT. ZOKD HERSFERLZBEICIE.
BEXIKREGZ2HIET 24 @Y ANEBEZITSO>Z L. &
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
AMVAVY FAEBRBEEZFIIBOTE, —F V>
WEZLIVLHENEVAD, BIHLELTH LUV,
[11.1.4%0E]

(FEEHNSEEDHEFEMELVAMVAL Y I REREE (TR

B8 I BERE(REE) )

85 AHZEOL NI VEZAKEHEOBRESICED
Augmentation (REOTERFERF2RHEL LR L5, fE
ROWEE, MoOMENDERIEK) PEDONZZ LD
BB, ZOESTERIED SN-GEICIE. BHE
Ri3#EE5zhET s 0@ REB2HE LS &,

9. BEDHRZEIHEEICAITIER

9.1 BHIE - BEREZDHDEE

9.1.1 8. EEZDORMERIIEZNSDEEEDH D E
&
FERDPEEYIIRBE LRI LB 85, (7.1,
8.4, 11.1.2%H]

9.1.2 EERIRENIZNS DEHEEDNH 2 EE
BYEELFEORMEAPRER LI R5BENN
H5D, [8.221]

9.1.3 {EMEEDEE
SERDPELT B EDH B, [7.1. 8.2H0]

9.2 BgiEEEE

9.2.1 BigkEEEDHIEE
BEWERBHR LRI b8 ENNH 5, [7.2. 7.38
1]

9.2.2 BHEHEEBREDHDEE (JUVFPFZUIUFSVAD

50mL/min=&it)
Br7V7I Y ADETICE D AFIOBERLEAIILER
T5720, BHEREFALG UBHEICER LN SE
BICEET A&, RANTFICRPICKRELED T F
PRt hs, 7. BITBED S VIIEFICEELRE
HERERETCO+2L2HEARRIEZVDOT, 2ok
IHBEIINLTIIREZBEE LS SEEICKRET
5T &, [7.2, 7.35H]

9.5 1147

IR XASIEIR L T W AR REHE D & A I IE ‘S Lz »
ZEL B (Sv ) ARV AREBESERBR T, D
TOZEPBHENT VS,

< RhaRe R O—fdERestER (Seg. 1) (2.5mg/kg/H#%
58) T, ME7T0S5 7 F UV BEOETICED AR
ROMKETF
- BERRREHE (Seg. 1) (1.5mg/kg/Hi%58)
Ty MESOI7F VREOKRTICEDEERRE
DA
« B K O 5588% (Seg.ll) (0.5mg/kgbl b/
H5E) < METas 757 v BEOETICESL
HAERFEOET [2.1218]
9.6 =2
R EOBEREROCBARBOERELEER L., BAD
W IEPIE2RE T A&, MBI TSV F
VAWEMET S EFRESNTEBD. itawEN
T HAEENEN DD, BB, BWER (v ) THH
FARITT A EAROLENT VS,
9.7 INR
NREENFE U EINERRBRIIERL Lz,

9.8 &

9.8.1 BEOREZHBE LAV SHEEICHRET A &, IIE
LORMERY S S5 bh-BaIcR, WEBXIRE:
FiEg 2 EEBIC, BEICS U THIBMREEEHY
B EQBYZMBEITHZ Lo N—F VY UIREH
ZRRE LEERRBICBVW 6B EoE#HE T
FREICH L, EFOBMEROREFRHIE VEMN
BRDHENT NS,

9.8.2 A& (1HI1[EO0.125mg) »5H/E52HMIET 5% EEH
OREZBE LYV SEEICKRET AL, AAIZE
CRPICREEO E Rt S h 20, BlRETEE
BESETLTWAZEFEZ W, [7.2. 7.380]

10. #HE{EA
10.2 HEESR HRAICEET BRI L)

R % HRAER - B W - a7
NFFVEEREN | VAFAIT7 LB | W F L VEEREN
LBt SN2 | FORIEASERT | LTERtSh 5%
=l HTEDNDHDB. O |RIEDHHIZED .

VAFIU, TRI|IEIBHECE, A | WD IVIEVTH
VF YU HlzEEdTs L, O EEH O B RME
FWBHA L. BT
U7 S YANEKTRT
HIENDH B
SEERA ERPHE®RT 27 |BFIHS AT R
7L a—)L nNrH 5. Wk, KElE DA
W& D RO
HEErEZ5NS,
B8 3 A AR OERASBE T | AFNE B3 2 {EH

T I)FTIVHR
HH, 7FuTx
J U REH] X b
r7ars IR, R
YRy Ry

2BENHDH B,

ETHD., PHICK
0 WA O 1E A
HIBsBENNDH 5,

EIWACEE DAYV
VAR, fiay
VHEI. TR Y
VIEMRIE. Fuo¥
DAWA

TVAFAIT . LH
SEELEF O REIE A 2
WIDIEN DB,

HEICERPHE®RT
BIENDH B,

11. BIfEFA

ROBEERADH5DLNBZENHZHDT, BEE+7IC
To. BEPROSNIZBAICIEIEREG2HIET 5% &
PInREZITS &
11.1 EXEHER
11.1.1 RFEMERER (0.1~ 5%AKi)
HIJKD s WERRENERPH5HbNE I ENDH D, [1..
8.15M]
1M.1.248 (15.4%). =8 (0.1~5%KH). AR (0.1
~5%KM) . #E (0.1~5%K%). #WiE FHER
i)
AR (FICOR) . B8, TAE. W, #EELPH 5
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ONBETENHBOT. ZOLDEHHICIE. BEX
B35 EHIET A EEBHIC, BEICE U THS RS
EHEATALEOBY 2MBEZTH> &, [7.1.
9.1.12R]

1113 \MARKIVE Y TBES S WMIEIREE (SIADH) (BEER
)
& b U AMAE. KEEEMEE. REJ bU 7 L8
HMEOHEM, BER. B, BBEES2E RAR
RIVE Y ARBEETUMEREE (SIADH) »"dbobhd
ZEBDHBDOT. BEDIDOSNZGERICIEE 2T
1EU. RSB OHIRE@EY) 2 B %175 2 L.

11.1.4 BHAEIREE GEEAH)
N—F UV URBHIIBVWT. AHloAMZHEXIZ
Fikic kD, BERERESHODNLEZZENH D, Bl
BETSFITV. B BREE. EHES. BEO
MHEE. AEEES. WIRE. iR, MEOEH.
FHF. MECKDO ERAENH S5 b 2GS IIEELLE
BEOTERTH B R H 5 720, BRS5HE. BiE
L. RSGH, KOWHBREOBY ZNEBEEZTH>Z L,
[8.4%1H]

11.1.5 &IERRIARAE (SHAEAHA)
R, AR, CKER., MHPRUORFPIF oy
VERARBE T AMEMTREES D S bNAZ N
H5B. MHMEEIC K2 2EEREOREICEET
32,

11.1.6 FHHEEERRE (SEEAH)
AST. ALT. LDH. y-GTP. A€V bt tR%D
FRERESHSDLNEZENDH D,

11.2 Z0fthDEIHER

5%LL 0.1 ~5%Ki | 0.1%AK SHEEANEA
JBBORE MBRER
2 | 2. EHE. RE. D
MR Rz 3 FERE
i - B |CKLER . W
L2 (7.5%)
Ff - | VRFRIT| VAT | K
KiEw | (17.5%). RRTLE, &
TR | R RO, E B A
(16.8%) 2. I %7
HEW Og—X A, &
(12.5%) MHIZ < v,
R (5.5%) |EERE. M
HEGE, /v —
FrV=X L
DIEE
B | OGS FRVA Y1152
R (8.3%) I T R
HEhn
Ry ZRe HE, BB BH. H1A
5D, #HH. [N
Z=HH
| BRCRIR A&, MR 3 1 B B RE
[EED (12.2%) B, RoE5 (3¢ 3
TR (6.5%) |B&, BE, R BAE. AE.
HHEE., Q13 5D, EH
URRRER . R B R
N | 3 EINR
B AR TTHE |
T Ak R
ZAE. W
M, AR
BE (FE
B . &
= e
HEE

5%LL E

0.1~ 5%

0.1%K1

SR

HILE

Ei
(29.9%)

HIERR
(11.9%)

&R (9.0%) .

fEE. B,
BR, LB
. HRK,
SRR A
LA

FERD

BRI
(6.9%)
gt (5.9%)

JFF I i
(ASTESR.
ALT k&,

LDH bE54%)

v-GTPER

TasvF v
BT, REF
LEY LR

[ Fapll

R Mg B

TEERE: RiE. #%

R AR HRPRSEME . PR
# E=100:3

PREA

— R R M
=4t fayE. R,
& BH . BA
B FHEY
¥Vu9 s, i
. g

e I I R ifi ¢

Le-o<D

) REFROSNLBEICE. REBEHXGHERTORSEICRY
BE, EYRNBETI L,

13. BERS

13.1 4R
B, B, BEOEE. EHRS. R, B, Kl
FEEOERZRRT AN H 5,

13.2 08
BHERASR S Nz HEICE, FUEMREOREG 2 Z R
T 5. B, MKBENICK SRR/ TE R0,

14. BRALOFE

14.1 ZEFIFZEFDER

14.1.1 PTPEZEOEANIPTPY — b2 SEDH L TIRET %
£O¥EE TS L, PTPY— FOBEAICED, BLH
A REREAFA L, FICIXZEILZ B L THER
AREOEELAMEEZHFETHIENH S,

14.1.2 RENIHIS UTARRE 2729 IRAERNICPTPY —
FRSHDHT LHIEET 5 &,

15. ZDhDFE

15.1 BRRERICE DL IEHR
E MIBOWTAFIZ SIS —F >V VAl E R &
OEEERZEO SN Eh > EDWMEDDH 5,

15.2 FEBREREERICE D < B%R
Ty FOBARERE (24 HEIESERS) KBV T,
2mg/kg/ AN LS8 THRBEE OB HE S
TWa,

16. ZEYEhHE

16.1 MdEE

16.1.1 EYRHIEIEF M ER
(TS5 =R+ YV —)ViEEIESE0.5mg [YD])
75 3 R_F Y — LEBES0.5mg [YD] &€ - v 7
O —)L$E0.5mg%E 7/ 0 A% —N—HEIC KD FNEF 18
(75 3RF Y- VIEREKMY & L7T0.5mg) . #EE
RABT16%B ICHAREROKS L ClEhRELE
BEZHEELEZ. Bohi-EYaHrE/ S5 —%
(AUC. Cmax) IZDW\WTHEHEN 21T 2R, W
Al O EMZNRSEI R S LD,
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HIEINT A —% BENTA—F
AUCo-24 Cmax Tmax t1/2
(pg - hr/mL) (pg/mL) (hr) (hr)
TIIRFY—L
11866 1020 2.8 6.5
HEREIESE0.5mg
[YDJ +1451 +178 +2.6 +1.0
v 7u—)LiE 12057 1011 2.7 6.6
0.5mg +1382 +169 +2.3 +1.0
(Pl = 1FHERZE, n=16)
(pg/mL)
1200 —— T T3IRFY—UIEEEESE0.5mg YD)
1000 A B-&7U—}lx$ﬁ0.5mg
1 (PH9fE + (R, n=16)
# 800
l:':l
B 600
i3

0 5 1‘0 1‘5 2‘0 2!5
K505 (hr)

ML ICAUC, Cmax®ED/87 X — 1, #EH OBIR, FiRo
FREVEH - RS ORBREFIC L > TR SRS D 2,

16.8 Z0ft

(FS =R+ YV —|LIEEEER0.125mg YD])

75 IRFY - LIE#EES0.125mg [YD] 3 [HENSEA
% EOERMA O LM EORSERBA A RS54 > (PR
18F11H24H0 FEAFEHFE11240045)] cHEIE, 7
5 3%V — LIEEHSE0.5mg [YD) % EHsif| e Ui &
E. EHEEICHES S B RS E A SN,

18. FENFIE

18.1 {EFRtER

18.1.1 RINZ VD2ZHKICT BHF0ME (in vitro)
7T IRF Y — VIERRIEKAIYIE BV Y D2RAE
77 3IU— (D2. D3, D4) I LiEWEHMNEEZTRL
723,
D1 UDsZ AR T 2 BHMEIIR S 2 h 5 729,

18.1.2 RINZ VD22 EHHIEH{/ER
MPTP (1-methyl-4-phenyl-1,2,3,6-
tetrahydropyridine) #HEFREANIN—F OV URETI
BWICBVT, MEERTFTABERII VD2RE
AREAERIC & 0 BEHER & XA O RIERTTE) % 3
FHLZD) (THTFHN). £z NaXY R—)LiERN
LU TY—EROBEERHEZRLEY (Tv Mo

19. BHIETICRET B E(EZHAR
— MBI ¢ 7T I RF Y — UIEEIE KN
(Pramipexole Hydrochloride Hydrate)
(5)-2-Amino-4,5,6,7-tetrahydro-6-
propylaminobenzothiazole
dihydrochloride monohydrate
: C10H17N3S - 2HCI - H20
1302.26
I HE~MEEEORE
H%o
KICHD TETF LT XY —Lce®
BIFRT<. T = (95) KRBT
12K, ThFRET T UICIZEALE
Fzu,
Bl : f9290C (f#)

ft % #:

%
?

ED P
SE L B

SRR T

fesEE=

gu
Hy ™ S
| %NHz- 2HCI - H,0
N

20. BV EDEE
7L IO —EEAEBE. BREETGELL TRE
IT5Z &,

22, g%
(FFERFV—)VIEEIEER0.125mg [YD])
100%¢ [10%E (PTP) x10]
(FFERFY—)LIEEIEEE0.5mg [YD])
100%¢ [10%¢ (PTP) x10]

23. FEH
1) (BB FEEANER - A2 RS ERE (580.5mg)
2) (R)GEELHNER - EWENRSERBE (5
0.125mg)
3) Mierau, J. et al. : Eur. J. Pharmacol. 1995 ; 290 :
29-36
4) Mierau, J. : Clin. Neuropharmacol. 1995 ; 18(1) :
S$195-206
5) Domino, E. F. et al. : Eur. J. Pharmacol. 1997 ;
325:137-144
6) NERY R—=LFERHIFL =0T HHEEH
(8-> 7u—)ugE : 20035 10A 16 HAR. HFEER
MER.1.3.(2)
24. XEREERFERCEVWSHOEE
HRSHIGEE BEEHKE
EILREZEILITRPET#KE3697HF 18 S
X8, 0120-647-734

26. BHEARGERES

26.1 SUSARSETT

‘// trtau PEE

ELRELMEHRIRS3697&#18S
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