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 2024F6 HUET (330K
* 20242 AR (3820K)

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.,
e D-v>= ]~—1l/‘ ryERIATVTFYS Y, RERY, [9.2.1. 9.2.2. 9.8.2%H&]
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. FiENMUHZ . N5 DEFISHT ARFOBSIIOVTIE, 1A
(IN—F VY R BEOBERELEHREEZEZR L CEHEICHTAZ &,
BEHE BRAICR TS IRFY —)UEBRIEKNHE LTIHE [9.2.1, 9.2.2. 9.8.2%#]
0.25mgA» 513 C®. 2EHICIHE%0.5mge L. LIERE
WEHELZNS, DAMBICIHRE LT0.5mgd >#E

L. #reR (IE¥IHE1.5~4.5mg) 2EH 5. |HENS
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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
B (EAMAETBORBEORESMICAF 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,
11.1.258]

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. MBHRMEEIC L2 2EEREOKEICEET
32,

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

11.2 Z0fthDEIHER

5%LL E

0.1~ 5%

0.1%K1

SR

HILE

Ei
(29.9%)

HIERR
(11.9%)

&R (9.0%) .

BRI
(6.9%)
gt (5.9%)

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

FERD

i ]

i
(ASTESR.

ALT k&,

LDH L5%)

v-GTPER

[ Fapll

TasvF v
BT, REF
LEY LR

=

Mg B

TEERE:

RiE. #%

R AR
%

HRPRSEME . PR
E=100:3

PREA

— R
=4t
%

=

R M
fayE. BER,
BH . BA
B FHEY
¥Ud s, i
. 98

PRI

I I R

Jifi %\
Le-o<D

L P

k%

H¥EBRED
it

F) BESREOSNGE
nE, BY)LMEZT

Iz
ST &,

& BEEMXGEHERORSEICRY

(PEEDSHEDRREVA NVAL Y T RAEIREE (TR
FLETNRERENREY) )

5%

*

HR - RASHHER

LA MLVALy ZAEBREBEDaugmentation
(2.3%)

13. BERS

13.1 ER
BO. B, BEOES. EHES. . B, K
FEEORERZ RIS 2 WHEMENH %,

13.208
BHERS RS hiziFEIc i, FiEMREORE2Z R
T 5. 5B, MKBITICKBREARFTE 20,

14. BRALOZER
14.1 FRIRMHOER

GhgEHIE)
5%5L E 0.1~5%HK¥ | 0.1%Kl | SHREREA
SEE BHGER
A 2. BERE. RE. £
MR BE FERE
5 « & |CKER HERE. W
L2 (7.5%)
FfE s | VRAFRIVT| VAT | K
Kt (17.5%). R, &
BR | HEHR R, EE B
(16.8%) NN
HEN g—X A, /&
(12.5%)+ AHIC < »,
UERE (5.5%) |RERBE. M@
HEGE, /v —
EIVAYE=N SN
DORE
B A | OPNEzE 2 N AR ML
B3R (8.3%) T T
i
RHEER k., B0 s BH. BN
50&. HEH. KT
Z=HH
| BRORR A&, MiER S 1 B Fd RE
B2 (12.2%) B, K955 TREEE) (4
TR (6.5%) |&. B, B B RE.
HIHE., Q13 5D,
FRRER . 2 B R
B, P ERE) . W
B9 BRTTHE |
T AR R
28, B
HEIE, RER.
BE (FE
Bm) . @&
=, mEn
3=

14.1.1 PTPEEOEAIZPTPY — + 2 SWO L TRAT %
EOEET B L, PTPY— hORREKICEK D BV
IS REREATIA L, EITIZErfL2 B LU THER
MREFEOEBLAIELZHRET S VB2,

14.1.2 RFNZCITH UTARE R /-0 IRAERTIZPTPY —
FPOMY T EOEET S &,

15. ZDHDFE

15.1 BRARERICED < &R
E MIBOLWTAREIZ SIS —F >V VAl R &
OEEBEIIED NG TEDHREDN D S,

15.2 FERREREERICE D < 1B
Sv hORBAREERE (245 ABIEE®RS) 2BV,
2mg/kg/HY Lo S5 THRBEEZHEOEMIHE S
TW3,
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16. EMEHRE
16.1 M4iRE
16.1.1 EMFHEZEF R
(FS5=RFY—)ViEEIEER0.5mg [YD])
75 3% — ViE#EES0.5mg [YD] && -7
T —)L$E0.5mg%E 7 0 At —N—HIC KD ENEFN1EE
(77 IRF Y- VEBIEKAY & LT0.5mg) . B
RABTF 168 I ABEHEORS U T EhRE bk
BWEEZHE Lz, BOoNT-EYHENNS A -
(AUC. Cmax) IZDOWTHEHEN 21T 7248,
BRlOEWENRSEE IR S WD,

HEINT A= BENSTRA—%
AUCo-24 Cmax Tmax t12
(pg - hr/mL) | (pg/mL) | (hr) (hr)
TIIRFY-

11866 1020 2.8 6.5
f??éﬁﬁo.mg +1451 £178 | £26 | £1.0
Y-y 7u—LE 12057 1011 2.7 6.6
0.5mg +1382 +169 +23 | £1.0

(FfE = EH#EFZE. n=16)
(pg/mL)
1200 —— 7 F3IFY—)UEEEESE0.5mg[ YD
1000 A t-°/7U—)b$’i05mg
SEHE ZHERZE. n=16
8 800 ( " )
q:l
# 600
B 400
200
O L L L L )
0 5 10 15 20 25

HE&IEH (hr)

MEEHBEL CICAUC, CmaxZEa0/$T A — 13, #HEEORR, ERo
PREVEE - RREORBEFICL > TRRLAHEENH 2.

16.8 Z it

(FS=R+Y—)LIEEEESE0.125mg YD)
75 I RF Y — LEMIESE0.125mg [YD) & [&EAFR%
2EOERMA O EMENRSHRBA A FF1 > (PR
184 11H24H HABEHFE11240048)] ESE, 7
5 3 RF Y — UIERIEER0.5mg [YD) 2 HEEsya|e L&
. OBHEEICE D X EMRNICAS L A ShzY,

18. ENEIE

18.1 {EFERF

18.1.1 RINZ VD2ZEFIC T B8FME (in vitro)
75 IRFY - VIEBEARNPIE BRI U D2ZEK
773V — (Da. D3. Dg) I LEEWEEZRL
723,
D1 & UDsZAEICT 2 HAEIIR S 5o 729,

18.1.2 RINZ VD22 EHFIBIER
MPTP (l1-methyl-4-phenyl-1,2,3,6-
tetrahydropyridine) BEFAI/S—F 2V HETIL
BWICBWT, MEETFTRABE RN VD2RE
AR & 0 BRER &3 ORI O BHR1 T8 % 3%
FLID (THTYI). £zo NaXRY R—)LiEHEH
T LT EROYBEBERERLZY (Tv 1),

19. BT ICEY IE(EZHIFR

—fRIHE ¢ 7T I RF Y — VIEEREKHIY)
(Pramipexole Hydrochloride Hydrate)

£ % £ :(S5)-2-Amino-4,5,6,7-tetrahydro-6-
propylaminobenzothiazole
dihydrochloride monohydrate

97 F = CioH17N3S - 2HCI - H20

7 F B:302.26

T R AE~HEACOFEEIKEREEOmRT
H%o
KIBDTHEITRT L AT ) —)LIZR®
BIRTL, T =)L (95) ITRREIT
12K, TSRO I I VICIFEALEE
7w,

Bl S f9290C (40fR)
o= 3 =W

HH
H3C/\/ ///,//’ S
| %NHQ- 2HCI - H,0
N

20. BURWLWLEDFE
7o —uwERERIE BREZETGEEL TRE
I5H5ZE,

22, @
(FS5=RFY—)VIEELIEER0.125mg [YD])
1008 [108 (PTP) x10]
(FSERFY—)ViEEEIEE0.5mg [YD])
1008 [10%E (PTP) x10]

23. FEH
1) (BB FEEANER - AN RS ERER (580.5mg)
2) (R)BEEHNER - AV RFEHABE (8
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) NaR) R=LFERNI LTS —IcT 2HEER
(€ - >¥7a—)UiE: 200310 16 H&R. HEER
MER.1.3.(2)

24, XEREERERUTEVWGHEE
HASHIBEE BERERE
EIREILTRTRI#RE3697HEMS S

BI8. 0120-647-734

26. BHERTTRES
26.1 SGEARSTIT

‘// trtar P

ELRELMEHFIRSE3697&#18S
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