s % 20144E 11 T (55 5 00
* 20144F 8 HELHET

VIDIE 17 $TNCES E R )
WHE LD ERT L)

W B ARG LR

FEFIIINR = 34F (SRR L) . AR 2013% 6 J1
% IR B0 oHEH (75 I ~Nx Y — ViERgIE k14 5LH]) BR5ERIE 201356 A

RN AESME/N— % 2V U RiaER

o I SEANFY-IVIEENER0.125mg B,
I SENFU-IVIEEIER0.5mg B, o | 0o

Pramipexole Hydrochloride Tablets 0. 125mg - 0. 5ng “NISSIN” | 7R 5 | 22500AMX00229 | 22500 AMX00232

(& &£]
BIIRD & WREREEIRRE MBEREDL HAO5N B ENH ),
FAREMEREICL Y BEREREREEC L B RE S
hTWVWBDOT, BEICFHDRFEMERR GEREICOL
TE AL, AFRAGICIE. BBEDEE. #HRD%
1E. BFERERIRZHEIMFRICHBSELVLIEET
3¢ ([EELEXEE] RV [BHERA] OEEER).

[ 2 (ROBZFIZEFBS5LAEWVIE)]

1. WS OIEIR L T w2 W R0 d 2 A (B (7 >
8 Z ORGSR T, IR DT, A
fiE BB DA T A SRR E DR T 5B 5T %]

(TEsgt, pEd, IZFUEE~OEG | OHS)

2. RO LB BoE DA D & 2 B

(A% - P£1K]

H AEEHE G an 0 0 75
871169

(R ABCEET AEALOEE)

1. RAOPLG I, PRASEE L. XSO MAER, |
TALEHAEIR, MUE S OB % 40 T, BE I HERR R |
(B 1 H&L 5~4. 5mg) $ CHR5 2 2 & ([HERS ] |
[ RRARWER] RO [REH] omESBR), ‘

2. ERERERE RS T AL 3
RANTFNRAICREARD T FHEH SN, BRERE |
BBy (L7 F=r 207 7 Y AHS0mL/min ki) |
A ERGTHE, T VT 7Y ADETFIZL ) AH]
OWMICERAPERE T 5720, kD X ) 5k z L |
CH G- B A B LR RR IR L AT S RIS T
B2k, k. HRBERELZIONT AT HERD |
BRIEREFTREOLBY) L5, I/, BNEHEDHD |
WIZIEHRI B e R R R T o g e TR RS
VDT, TOLI) RBEICH L TUIIREZBR L2 |
SMEICHGT LI (THERS ] RO [EiEE~0H |
5] 0mHBH), :

T INXY—IVIERIERE | 77 INX Y —IViIERIER
0. 125mg[ H¥r] 0. 5mg[ B %]

o | T IRF YW | 7T IRF Y — VR
JKFI0. 125mg ZKFIH0. Smg

D-xY=bt—N, PYEBIAITIT Y, KEFZ,

B | etk A B, 277 VB SR Y A
T o %5 HEOBEA Y 25
) = AR\

som | (1) ) O %%% CEDEZQ
$E4% 1 6. Omm $EFE ¢ 7. Omm

K&EX $E/E © 2. Snm 22 1 3. lmm
i 85mg Tl © 120ng

% 7

ok NS 145 NS 146

[heE - 2HR]
N=F ) Vh

(A& - AE]

B BRI T T I _F Y — VIR K E LTl HE
0.25mgA2 513 U, 2WHIC 1 HEZ0. 5mgk L. LLEREZ 8
L5, 1 HEmIC1 HEE L0 5ngd 2w L, Hife
(e ] HH1.5~4.5mg) %D b, 1 HENTITIRFY —
VIR KA & L CL Smg i 03413 2 M2 438 LTl Y
I, Lomgl EOaiE 3 M aE L CEARROR G
bo B AEE. FERICE Y EEMKASTEX 55, 1 HE34.5

mgx Bz BN &,

VA=
N ||
IR Sk BELH s
. b
(mL/min)
1 HiteLCL Sngakii:
= 1 H 2 R5 :
TVTTEY 50 25 12mgx 2|, O |
70T TR 1 HEELCL Snghl (1 5mgx 3 M)
1 H 3 m#s
§ yLTF=Y " 2.2omg |
§50>7u77yz;20 1 H 2 %5 OJ%MXZEUJ%MXZE)i
JVTF=Y . 1. 5mg
§20>7U75yx 10 1S o&zsmgx1@ﬂ5mgxlm>i
[(EALDEE]

1. BERES (ROBHEICIIEEICRETSI L)

(1) %), ZREORMFERIIZN S OMAEED B 2 BH
DERAHIEIIFHBIL R T b 2 edid 5] ([HE
ZRHEARMTER] RO THIER ] ©OHZH)

(2) ERERTEOD 2 BH [RFAPEBLL I R bBZ
nWosd Y. F7o, RANTFIIRPICEEbAR L LTS
Mool (CHE - HEICHES 28 Lo ROt [Hl
YER ] OIZI)

(3) HEZOGEENZIZNLOMAREDD 5 EH [EITEH
BHLRL T B2BENDH 5] ([HEEARIERIIEE]
KOt THWEH ] ©IHZE)

(4) ARMEEOBE ERDPEAT 52 L03Hb.] ([EE
ZRIEARMTER] RO [RIVER | HEM)

(5) wmlnE ([HEmE~OKS | OHBH)

2. ERGEFNER

(1) ZRNEREICLYBBESEHEZECLAFIHESH
TW3, REROEEEZE LEFODICIE, EREPEE
DERNDL S LETkERDEH > B H 5V 3R ERIRE
1ELHZBALARICHMOTRBLUABASRESA TV S,
BEICIAFOREWEERCEREICOVTL AL,
BHEIEDESG., #EORE. SEEERREESFEIC
REZIBEVEIEFETHE ([ZE] RO THIEH]
DOHEBM)

(2) BFICHEGSIICIE. ©F v, TEL LR, HLOX%ED
RN PRI D CIERVPR SN B Z ENH LD T, &K
KOG IVENSEB L, MTESOBIEZ 4512475 2
Lo Fon INLOIERPFEHL2GA T, RO
W6 UCy i RS- 2 il 5 74 & o) 7 L & 47
92 & (THEH] omEBH),

(EEN)



(3) MRHBRIZBWT, KAl R S—F v V#F (LR
2%, Hiay vHl, Tevy Y UERE, FoFy rox)
PR L7 A. YAFA YT, SE. SRS oRIER A
KHLRT W EDBADOLNTWD, THSDEIEHD
b a1, e X352k sE L1, 1
MR SN A11E. PUSER O 2 Z 8T 5
ZE (THHEME] RO TRITEH ] oEEBR),

(4) AA D2 AW TP X b R Z FS T
HIENHAHDT, i - PIESBE RGNS 5 2
& (THIER ] oHBH),

(5) LA RS RN V2R IMEBSE DR 512 X 0, B
Bt (RN ZESE O BRSO SIS AFI iS5 2 1 <1
L0 b 5T, FRRICE Yy 7V EIREE) | Y
PEROTHE, BUBTERET . BASOMEBRIMEEE L S h
TWHLDT, DL RIERPFEBLL 7288121, =X
WG E2RIET 22 EBY R E T, . BE
ORI Z O X 9 75 B AR E O SE R D W TR
j_Z) : t o

3. HHE%EA
AFNE, FFERDACHEEREP — 45010 X 202 13 & A & %0T

T BRPICRE RO T T HE S B,

BEREE (BHRICEETSR L)

EHBF BRPREEW - HEESE | #F - BRET

FEVERSD % 7200, FEGH. Wk L. RS E, KoHin
HEOMY) B ME LT 2 &

5) MEMEBMELE - AR, BiUE. CK(CPK) RS, It
RO 2 F 7 a ey ERERE DR R AE
DHOEbNE I ENHLDT, BENED LN
B AR L. B ARMEEIT) 2k F o HIRUE
BRRE IS & B B EALORIEIIEE T2 L,

6) FF#EEEREE : AST(GOT). ALT(GPT). LDH, y —
GTP. VIV v LASONRRERESlD Sbh b 2
EWHDHDT, BEZ 5TV, B0 SN
Gl Epk L, B RREBEZIT) 2 &,

(2) Z0mOEIER
UT DX 2EWEHAS &bz, mkizst
THY) R Z1TH 2 &,

BE X B

WREEIR

AE
E B 20, 895, FHME. WKL, &9 i
% - BH&FR |CK(CPK) L5, &b, M
i - KA IR, O F v, VAFATT, iR VA N=T A
EL T ED FRGR, =% = XA ORE, BRI, TR
WL, I+ m— XA, FEAIC W, BERE,
S

hFA VLR E A
L CHHEM S 5 38
#l
VAFT Y
Tvy YUY
i

VAFAVT., LIHE
SEOFIEH AR
HZENHBH, TD
o nEai. A
AT 5 &,

hFF VlER AN
L CEHRIE S 5 3
AlEDFEHIZED,
Wi 5Hvizwih
7 D FEH O BN
WAL, B
VTS YAPET S
LI ENHD,

BEMRESR | IR, RSP, I, R

BEER WK IoB 50 &, Bl =W, B ST

FRFERER | MR, AR, A%, B EE. o
& REIERL, RUTORER, REE P, B
I M. WRTEROTHE, PERRBGR, B
PR, BRE VRS, A

HitEs Aol AR, MR, HAPUE, W, BUE. HiR
% W8 BIEIRE. DN Bdbhide. 4 Lo A,
PRI A

g Jr#gRE 4 (AST(GOT) E&-. ALT(GPT) L5
LDH L5%), y —GTPL5

A5 Tug s FUET. BERVEY B

S TER AR 2 B2 | P IEHS 2 TIER
=) b s, WS, KHE DPEH
W2 &Y EH B o)
BEMAEZ 5N D,
PARNZ 7% ARENOVER WG T | AANE K283 AEH)
T ) FT IR BBENND S, THY, PEHICK
A 0 W 3 D 1 A3
J7Fuzx/) % MT5BENHDD 5,
JEH
AbhruarsI3IF
Koy Ry
Poos—F v v UFH| VAFAI T K| MHEAER 5 H RS
LA FX SEELAEOEMEH S | 52 L 05H b,
) vHl WA ENH D,
TRy y YU
b
=R
4. El{EH
ARF AL FH G R A 55 O R VE I SE BU L SR & 70 2 A
FFEML TV,

(1) EXEEMER (HEAH)

1) ZRHFERIEER : fiJkD R WERWIERDSH S b b 2 &
WHDHDOT, TOXH HREGAIIE, W, KIEIHRS
HIESEo@Y) B2 179 2 &

2) HIE. 8. AR, B, 3 1 (FsR).
T AR, W, $ESHS5bNE T LD SHDT,
ZO L) BRYAIE, REIBRSERIET S & L DI,
B U CHUR MRS & (9 % 7 & 05 Y) 2 ALii %
792 &,

3) HMARKIVE > RNEEDBAEREE (SIADH) : K7 b
V7 AUE. REREEMUE. Ry ) o A HEEE B
L EERIR. O R ELS 2RO PIAR ALV E VR
WA TERETE (SIADH) b bbb 2 235D T,
BHEDRD LN IE G- 2 L,y KR EI O]
FREEEY) 2L %2479 2 &,

4) BEMAERE  AH oL S OIP ks X ), EE
JEMEIER D b DL Z LD b, BlE% T3, 3
B kR, EIES. BEOMME., AREIED),
W R R, IR, IME O E B, . 1EFCK (CPK) @
EREDD S b A I EMRERETEOSEIRTH B 0]

A IUREAR b5

fEiRas R, ByiF

BERARR | PRREIRL REHBTE. R

—REVE S | RV, Mo, U, B, R, D, 9
fEE HE FREVEY T2

R IR A EE, Mige, Leo< D

5. EREANDERE

(1) FRRERIZB VTSI Lo g CIEmmmEIc L,
KIS OREMRER D FEHE S EH WA SZD SN TV 5D
T, BEOREZBISE L 2SO MEEICHRS T L, XH
FORMIEIRD D S b N 7WE20E, W U3 E %2 dik
THELE LI, BEIE U TR ZHT A ED
WY e i A 4T) 2 &,

(2) AHNZFARAIRZALED T RIS N 525, Sl
TIEBEEMETLTWS 2% 0woT, 48 (101
0. 125mg) 2> 552G 5 R EBEOIREZ B L
BARLEEICHS T L,

6. TR, ER. RILBEADERS

(1) IR IIER L TV Ao H A A2, #5 Lk
W2 &, UEIRP O A3 2 MR < Zatt
BHESL LT, 2B, 8 (5 v ) WA
PR T, ROZ ERADLNT VS, ]

1) it MO — e EdaE SR (Seg. 1) (2. 5mg/kg) T.
ME 7T 7 F 2 REOET IS ITRBEOK T A%
HHENT W5,

2) tRERENES R (Seg. 1) (1. 5mg/kg) T, Ii& 7
057 F VOB TICHD AR OB 6D
5N TW5b,

3)  FREM R ORI P 5B (Seg. ) (0. 5mg/kghh 1)
T, MG 7a g 7 F ViEEORK TS S BARKED
KT LN T W5,

(2) RADDOFAIIZHKET B 2T, RLEETRS
ToHgARRA s ®SZE, [ MZBWT T



FUF W ENRT A ESHEEINTB Y, AW
RIS AR D B B, BWIEE (5 v ) TH
HHABITT2ZE0BRBDSNT VS,
7. ©NREADEE
CHAREIE, FraEE, U, SIRE/NRICH T %4
PEFAEY. L Ty (R )6
8. BERE
(1) ER

AHNOB\BEFGICE D, O, W, H®E o, EE)

W, L)AE. ok, ARIMESEOEIRDO TR FHREIN S,
(2) W&

FEAREIRAS L S N2 A1, HikisE oix 5 %2 % E
Tho Tz, HUEE. TR OMA. Wi o SEEE, O
BUE=y — SO R ME L & B2, — R % Sk
LEETH L, B, MBENMCL 2BRFIMGFTER
Wy,

9. HALDAE
X EF
(1) PTPAEDHAIIPTPY — 25O ML TIRHT %
I LT AL (PTPY— FOBEIC XD, WS ED
DYEEREAFA L, HICIZEIL 2R S U THERS TN %50
HIEROGIHER PR T A2 MG SN TWD),
(2) AANIBICH LTARERI20, IATEEICPTPY — b
PO T X HRET L L,
10. ZO/mOEE
S v bOBABERE (247 HREHEES) BT, 2
mg/kg/ A Ui b OPe Gt TR OB IN2sHE ShTnw b,
72721, B MCBWTARAZ GLivs—F v VAl & R
Pk & OBIEMEIZ D S N b o 72 & O IR S BRRRE ASH s X
ncTws,
[Z4pEhRE
EZH RS
(1) 77 INRFY—JVIERIEER0. 125ng [BH] 3. [FHAH
% BRI O WA R SR T4 K94 2 (R
18411 H24 1 BEAFAIRE1124004%) | 12D E, 753
NRF Y — VHEEIE$E0. 5mg [HFT | ZEEdERA L Lz e X
BB L < EWSFICHES L AR Shi,

(2) 7T INRFY—JLIEREIEER0. Sng [BFT] & AdeRH %,
JRAF ==LV ENENRLEE (7T IRFY— VI
P KR & L C0. Smg) MR I8 A\ 5 - L5l £ IR B [l ek 1 2
B U cmiEmREemRgE L e L. #5458 s
A—% (AUC. Cmax) Z2V>T90%SHEIX 12 THET %
W& 47 - 728558, log (0.80) ~log (1.25) DHFHHNTH V.
T 5] 00 2B W 22 1 IR SEPE ASHERR & 7z,

Wi T A =5 BEINTG A —F
AUCo-2 Cmax Tmax T2
(pg+hr/mL) | (pg/mL) (hr) (hr)

PS5 INEY — LIEERIE
TIINE m 11866+ 1451 | 1020+178 | 28+26 | 6510

$20. 5mgl B i
(fgii%%’?mg) 120571382 | 1011169 | 2.7+23 | 66+1.0
(Mean =S.D., n=16)
1200

—o— FS53RFY—)LIEEEE R0 5mel B
—O— fEUERLH (FEA. 0.5mg)
Mean=S.D., n=16

1000

800

600

IR E (pg/mL)

% 400

200

0 2 4 6 8 10 12 14 16 18 20 22 24
(] (hr)

MRS OIZAUC, Cmaxi50/85 A — %1%, #ilig oIk,
R DO FREUR AL - BERISE O RER S & » TR WD D %o

[Fxh 2 (CBET 22N R

— W% T 7T I REF Y — VIR KA
(Pramipexole Hydrochloride Hydrate)

1b4244 : (S) -2- Amino-4, 5, 6, 7-tetrahydro-6-
propylaminobenzothiazole dihydrochloride
monohydrate

ﬁ\?‘it : Cl()HUNZSS - 2HCI - Hzo

1= ¢ 302. 26

U SV H H

PR AR P~ It O S SR OB R TH B
KICHED THEITRT L, AF = NIZRREITR <L,
IH = (95) IZRREIFITLL, 7 hoebuy
T E AT R,

A 200C  (901#)

[BR EDEE]

1. ®EFHE

(1) HHMBRANTH > T, BEHRITR DX HER I
THIE,

(2) 7hI¥O—HEBEIEKEET., EXLTRET L
ko

* %k 2. REMHRY

75 INZY —JUIEEIESE0. 125mg (A% KUTIIN
XV —JVIEEIEER0. 5mg [BHT] 3. RN EZ W
IndEREE (40C. HRHBETS%. 6 » H) OFiE, MR RAE
KBWTSEMEETHD I ENHMSI N, T2, miKE
FeBTh & 72 RIRAR B (25°C. MIAHEE60%. 3 4F)
DFEF, FHBIR O E RS I BB OB TH 1 . SRS
BB SEMOREDHR SN,

[ )]
75 INRFY — JUIEEEIESE0. 125ng [H ]
(PTPE) 1004E
7’5 IR Y —)UIEEEESR0. Smg [HE]
(PTPEE) 1005 500%¢

(E:3°4 79
1) HErssemkstatt Rt ARSI T A B R
2)  HErEgEfR At HNER RIS 5Bk
[kEEk k]
BRSO NG RO E F LTD FRAUC TRER T S v,
Hoprisevka ettt 2
T994-0069 NIJEMRE WMWK _"TH3&HF 1%
TEL 023-655-2131 FAX 023-655-3419
E-malil : d-info@yg-nissin. co.jp

g Mk 7 oo

S aREkNent
R RETELRE “TH3 &L S
14601F



