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PR . A SR SR I L TR 2 BV L E T,

o]
rd
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e, ARG OREZ R ZT 5 2 LB SN OBEICH L THEATLS L& &b
RIER S REBL L IZBRIC s 2 & D 2 &3 ATREZR — m@%#%%t?i%%%
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7 ERRETES% 4 FLL EOMRAR T ORKIHE 21T o TBY, 9B, 3
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A RITAEERTHZEELEL,
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1. IXC®HIT

BAEERERSOANME - ZRMEOERO - O, I SCEFEITIEDW B ER KD
bIhd, &6IT, ITFEOREEINOERT LY | SRR EREF 283 2 A AEERE R
PRSI NDSHT T, 26 ORARFER N ZEICHE L 35 BEITEIICREET 5 2 & 3 HRE
DIEL 72> TRV | RFMBOEE & SCEORAT EF 2016 (PR 28 46 H 2 HRERE) (28
WTh, FHTRIERMEDOHEH ORBE(LHEEZ XD Z L L shTnd,

HRERBE 2 A9 % AR R, K ER O a7 0 7 7 A VB F O ER M &
HOEMNIRRD LB D, ZOD, AMELOCLZEVEICET RN TIEH SN DL ETO
M, UEHEERRFERLOBELZBZT 52 RSN BHITH LTEMRT S L & biT,
BITER S L BRIC B E R IE & & D 2 & S ATREZR — I O B 2 il 7o R IR BS TRE 3%
ZENEETHD,

LI2ino T, BKAA FTA4 2 Tld, BABEESZNETIZE LN TV D EFIEER « B R,

WIS & LUT O EERRE R O fci 7o i ] 2 HEtE 9 8L D BB B2 T RO
HHHERT,
B, ATA KT A A%, MSATEIE NER L ERIE AR O, —AEMTEA B AR she o R
P, TRAEETEN AATENL - SEREMRESMH AR —IRIEFITEAN AR S—F 2V L - EEIEE
RS —RAEETE AN AR S —RAEETE N AR GRS —REETE AN B AR
ERFAROWMIOb LK LT,

¥, AT DERRERBRAA TR DAL TW D Z & RO N Z B E 2 72 5 K OB RAS 7GR
ThdZ b, MERTEEBRKRBRICB WD CTHOMER RO TR 55Hli M T 5,

XL AT AEERSRE - T AL 2 (—RL T xS ek
MR ERDHME, RUTHERE © LA RS HRFZ GO OEYRIETHO R RGN
IRNR—F Y P R OEENEIR O YGE

KR T D RO R R ER Fk

1 REOBAHE

WE L RRAICIE, JEE T iPS MR R S AR ERATERAAG & LTS 7= 0 5.4 X 10°{#
ZHEEE LT, BMMTINC XY | WO BT 2, SHETO/NML 1 EFia@sd 32
DOFERRBEN S| 1 HGREEHT 0 1.8 X 10°# % 1~2 mm [EIFE T 6~9 EFTIZ0 T CTBAE
T 5, HEABEITNO0.1 uL/BET5,

2 AREICHT 20E G OME E B E LIARSBHERTRO X 7 a U AAKH OG5
Ik

WH, AINCIEZ 70 ) A2 L LT 1[E0.03~0.15 mg/kg 2 1 H 2 [\, B4 H O HF%
A& 595, Uk, BEMH T 7#ES 5~10 ng/nL & L, M T 7REZE=4
Y LBRR bR EERET D,

ARG SRR ST AE. BAEmF 7 7EE % 10~20 ng/ml &5,
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2. AORE. 1ERBF

TALy=7Y (—f4 T 73T ekr LUT TR 13EE C iPS Miflad sk R/ 3 o phikal
ERAERG (LR TAMMR)) ZMEpcilla (B2hesr) &3 2 BAERERL TH D,

AdX, MEROYFEIBH S -%, R332 (LT [DA)) ZARK - W95 DA FFigHife
2ok BT B, JeboduTe DA IR Ml FE S 4D 2 & T, BAEEMLEEE D DA EAMEINT 5,
Flo, M SNz DA MR K V. TG S LR RAXOBGAA - AREHESI 23 E1E L DA &%
HWNT 2, ZOXDRARMOFEER « XA ) = X LZEE 2 RE2S DAL L THEET 5 2 & T
—F% V9 (LR TPD)) BEOEESEROUESHIFIN D,

NR=F UV UIHETNT v R THD 6-b Rax s RARIUEEREARET v b OBREKERIIR
A ABHE LT ZA REOFEIETH DA X 7 =¥ I UF R R REEITEINSGE LT, £72,
%ﬁbtﬂ%#hﬁfiﬁbIMW%mW_AMLTwé LD S Te, FEERIRZS Tﬁ%
& UTHEM L7 —fkmttakih (Bl 26 1R) . s (B2 39 #R) | M
&wE@F@@Amﬁ%(ﬁﬂ%%w ) ROREIEE SR (Ble2ifH 26 W)Ti N
AR B L 72 B b e ONEIEENE I TR O b o T,

FROMAERE 2. EWIBEEOZTITERD 2> b o — LR R /2> TV DS, LR Ro8
BN 5T D SR FERITIT DAL TR PD R 2 it S BRI aBR 4 F20 L 7=/ 5. —
DENEPRIR Z I, BEMEROBEMENHER I, 72720, BRETRHOLNTWOIRMLDOA
IME R OVZEMIZET 57 — X IZR O TR Y | ARSI O S0 K OWIRRAH AT 12
DSWTIKBPEONDLEMBTH D, RMOAMEORKRIEL D E b7 5 LZEMOMR DT, il
W 58 14 KRR SRR & L C &R 5e 4 B R R S OVl & e & L 74 RS A 2 S L, Y
IR Bk L CREME A 1T 9
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3. BRERARE

VAN RNE A B 2 & O O EIIRIE T R BT O R A—F 0 Y R O
EEIRDUGEIT SN T, RGBSR 21T - 72 B AR RUER O pliis 2 773

3.1 FEFH3EE (TACT16049-01 FRER)

HEWNEIE DI TR D 2 > b r— LR REEIT 72 > TWA MR, LR RASBHFNT e 5 sk
DGERITITR DI TNV PD B (BEERIEL 7 61) A XI5, REOL MK O % i
AT o2 L E AL LICIEEMIERTIRENER (IACT16049-01 3XER) 23, 1 fiisk THEhE S
Too BRI - BRAKMETIR 1 OB THoTz,

1 FBIR - BRI

B

MDS PD DR ZErEERE (Mov Disord 2015; 30: 1591-601) (Z#EUC. PD (EGRERAOTEEHI I
FEPRANEIEMERER]) LS5

BEEOSEWIBE CITER D 2 Fr— LR35 5T RN

R B BUSHREOF MRS 50 kLA | 70 mR CTdh 5

PD DRIFHIMAS 5 LI ETH D

Fr b F T OWREAT S (MDS-UPDRS Part II K UMEMR HEEOFAN L v iR %)
A 7 WEo> H&Y FAE RSy EN 3 ELL ETH D

RO H&Y EIEE S FEN 3 ELL T Th D

1 PD AR D L-dopa SEPEDS 30%LL =T 5

DAT A% NZRBW T, FEJEEEREE C PD IS RME T % — 2380 5
ZERET 7 B LN OERRBAIZ T, U T OlEsEc2 A4 5

. fFHEk 2 2,000/ w L VAL

MK 2 5.0X10%/ wL LAk

AST, ALT : Jii 5:4E EERMED 3. 0 f5LL T

eV L E Y - Mgk EIRED 1.5 f5LLF

eGFR : 60 mL/min/1.73 m*LL k

SHER MRI 2RV T, JEEEORERIFRENRO b b

FRENEMITFRFFED U 2 7 @ & flrEn 5

UTFOWTFNrOEIHEEZAT S

. EMHAEY

. TN

o FEMERER (BIR. PURMREE, HEKRES)

o FOf, EEALAGINE (MMAEREE, ERE, BHEMEEREEE, av ha— L RKROH
e, BERIEE)

UTFOWTFNr0OMEEHTS

. EMHAEY

T

Jibd HH afi

R (B, PUBMEREE | #h RHES)

REERTAN, R TAN ., AGER TAl

TACT16049-01 FRERICIIT 54 BB OIRBRBIFIL, — kB NORBBIZEETEENnN-, =
WRGED v 2 71 ) AAOFGHET B XXIEERT 1EHE B £ THRRIBRTFE & Sh, KB
a6 24 71 A £ T2 NEIEHI L ST,

V' 20y —= 0 7% E i DB TE DS R ST & 2 OB b, TR ORI, BIE % O 41T\ s A M iR
T & ENTWBERE SN, ARSI TR EES 28 HURICBE ST,
D I EICOW TR 24 4 A £ BB L Shr-.
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FER O ESUIEFR GEIZ, FlH 720 A 2. 4X 100l &2 . 5 FEET ., EMMTEN 2T
LR THRAPERICHERIRBES D 2 & L&, 1 Bl OBET, ZetEeBE LT, Ao
Bk D IR DB S, BAER 6 7 AR T, IRELEMFHMZE RS ITB W TLZEMEICEHK
PRI N L R S L2, SN b ARSI S, 2 BB DA O B I MR gk
ISR FEIRFREAE S AL 7z, E72, 1BBROBH CHENEE S41, 4 FlHBEOBE I AlH 7=
OARGh 4. 2~5. AX 10 ERBH S vie (1~3 Bl B 2MEHERE, 4~7 BIE D mHERE S .

Flo EENTORBOAZEZHE LT, KRB A OFING 52 M Z 7 1 U AAZRO
H4pz bt &Nniz, #78v U AAX1A0.03~0.15 mg/kg (FEHEFHE L LT 0.06 mg/kg) % 1
H 2 [Efe 5 CRlth L, BAEMHPREZE F T 7ET5~10 ng/nl. OFPHE L CHEZFE L, 52
W OEHZRIZ, 12 BE T TR 52 & & Sh,

IACT16049-01 BRI 1T, 8 BN —UOBERE I, D H LA Z BT 2% BN IGBR S L E Al )
Wi CIRER A Ik L7z 1 BIABR< 7 128 ZIRB SR S 47z, 7 BIRBNCARML DB S v, ZaMEMET
RGN & ST, E D 5 B WHAIFRIRFIC A G 2 A S 4172 6 B3 A D M et AR & S 47z,

F 7. IACT16049-01 FRER TIX, RWBHEREFD # 7 1 U LA O MK VLM G [FIRFICRE S
iz, MEREHE TACT16049-02 3Bk & L TIMi S iz,

[H7h]

HROEMHT R SRR (KA ERE 2 i, SHERE 46 12\ T, BIKRFHEEE Th - 7=his
— % VIR A HUE ST ERREARER U 72 practically defined offiIRFE (LLF. A 7HKF])
T® MDS-Unified Parkinson’ s Disease Rating Scale (LAF, IMDS-UPDRS|) Part M& A

a7k, B20EBY Tho7T-,
#£2 FhBEEEROARLBAE%24%5 H OMDS-UPDRS Part MAH 227

JiE Y LR R3¢ | Hoehn and A Practically defined off YRHET®D
BEPE (%) Yahr w55 MDS-UPDRS Part III &&tx =7
! N5y N B | Z(LES
JEHED) Z A D 24 71 A
1 60 AT 89.7 4/2 IR & 34 23 -11
2 60 1A 67.3 5/2 IR & 55 50 -5
3 60 1A 57. 4 5/2 = & 71 39 -32
4 60 %Y 75. 8 5/2 = & 59 64 5
5 50 (X2 68.0 3/2 = & 52 55 3
6 50 X%} 67.0 3/2 = 34 17 -17
M A YRR A 50.8+14.6 | 41.3%18. | —9.5+13.8
5
1) AKIEBRERFOERZ R L, 50 (08513 56~60 1%, 60 fRATNAIE 61~65 &, 60 {2513 66~T70 B TH
%

H2) N—RAF A BFD practically defined off JREETOH

*3) RN—RT A VBED practically defined off JRFETOE/ A L EF D
TR 4) A SRR RT O "Rk

TE5) ARMmBHEL 24 WAREDN—=2F A b DOE{LE
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(1) # 7 MDS-UPDRS Part 111 &3z =7

7 WD MDS-UPDRS Part MIAEFA 2 TIZOWT, MM SER O 6 FH 4 ] ¢4
M STz, B 24 H HICERE e B leho T2 2 B (B HERE  JER 4, JEBI5) DB
Bl CREBI 5) 1%, Bhifitt 18 7 H £ CHENRO HLILTWZ, BAltk 24 I HIC+3 L7 (kL
2o b9 LB GEB]4) 13BMEHE 4 BICAa 708 EF L, DIBRIIBMEE 24 7 A F TIKT L7223,
R=Z2T7 A N OEEIT+5 LD E(L LT,

(2) Bhamfa o455 K OB ReR A

B RNPERRMT R S5 ] 6 B2 31T % ['F] FDOPA DAEFEMA S DRBFETINL Tdo 5 AR I EMERIC
R SIT-, B 24 5 HIZB T, #EECo Ki 1% 6 FH 5l C_R—RF 4 LB H LT
BY, o, ok BRI 126 BIEFITR—RT A U BEINLT,

Fio. EFEOHEIL, IACT16049-02 HERIZIB VTR 12 7 H KO 24 7 ARER TIThT,
FBNMEA IR T D72 PR £ TIoH H 47 MR it & O PET Hifg ( [ISF] FDOPA & O% [*F]
GE180V ) Z FHNT, Mt COEAE DA & It N RHE K URIRFHE LS L 5 B ETHIE S
iz, AR SRR 6 BlEf] T, BAEK 12 0 A KT 24 B A @b\ﬁ”h@ﬁ?y,ﬁ“@%%&’ﬁ&é:i
FHd LHEINT,

(3) BEHEMELUSIHIR GEIEILR)

TACT16049-02 FRABRIZIS1T D EEFHMMIAH & SN ARKmBAEE 12 8K OV 12 U H 0)+‘fﬁfﬁf~%}i
JNANHIR (GEBLR) 9 12O T, WTNOREAEIZE W T BRSO SIHIR GERER) |
100% (6/6 ) TV . HRYMEMHT RO 6 H2F THER S L & HE ST,

[Z 4]
TACT16049-01 RER O FEFHIEHE F 1%, (1) AEFFRORBIME L RE RO (2) BAdE 24 0
HIZHBT 2MNOBREAER B e 21 2) ¥ OFME MRD) & Shi, FEFHEEB OR5FR
X, U ToEEy Thoto,

O EATNIGBRFEM RIS T, AT TR AR C O A 7 D MDS-UPDRS Part IO 1~2 4ER OHERBIC
BRAHUTOHREICIASE, NR—=2F 4 VDB 24 1 AIZA 7D MDS-UPDRS Part M&EFH A= 7D 5 &
P EotEEER), 0~4 SOBEEHEDEERZ L,
- RS USRS 2 ST L 72 EEPREER  (Ann Neurol. 2003; 54: 403-14, N Engl J Med 2001; 8; 344:

710-9) TIFEM b7 LTk,

- DBS Z#it U7 B R aER (Lancet Neurol 2010; 9: 581-91) TIIZ k72 L.

DOREEBR LTV RV RIRBAC /T 2 A 2 B L 7= 58 T o Ki 50 .

D yEMALI 7 s ) TICRBLT S & SR B translocator protein ([Ckd 57 v & T=2 h, MEERIERIED

FEA A S vz,

O RGBT 12 RO 12 0 A BRI — B b 7o TEF OE 4

D AARBHEARER DT A RTA v (NEHAFRAA RTA VEBS. WAETISET A T4 2 2009) TH
RO TS & 22 A MAERIT 31 en® A EE ESNTWAZ L &EE 2, BMANEROICEERT S LIRE
LTH 20 EBICBIEA2 31 e ARV E S, 2B TIE3. 1 en® ZRAA &2 FRUERHE SN,

8
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(1) AEFROFRBE LR

AEFELOFBLEIGIL 100% (7/76]) | REORIWEHORBEIGIT 14. 3% (1/7 1) . ZOfhia
BRIGHICEIED B DA EFRRORBEEIGIT 71.4% 5/TH) Thotz, 2FILLEICRD SN-AE
FRIL AL Z D PRI [4 6 (A ERE 2 1, A SR 2 B, LIRRREIE) 1 . BHsRems [3 6
@l 160 1. MprRWEE [2 61 6, o6l 1| &, JRIEMBEME (% 261 (0 F., 2460 ] .
ik, O, AIEOHE, YA =7 [K26 (16, 16]) ] Thotz (FE3) .

K3 AEERORIES

MedDRA/J v26. 1 RHERE SR Aff
(3 1) (4 51) (7 51)

ZEERIRSHE (S0C) B @) B % B (%)
FEAGE (PT)

Mgk LY v RREE

1. 0 1 (25.0) 1 (14.3)
B L OBk EE

Hg 1 (33.3) 0 1 (14.3)
[ETHAPE 8 F 0 1 (25.0) 1 (14.3)
AR pEE

SRR LNESUL Y] 0 1 (25.0) 1 (14.3)
H ke

MR A A& 1 (33.3) 0 1 (14.3)
ERE IR 1(33.3) 0 1 (14.3)
T 1 (33.3) 1 (25.0) 2 (28.6)
T 0 1 (25.0 1 (14.3)
HEL 1 (33.3) 1 (25.0 2 (28.6)
s - 1 (33.3) 0 1 (14.3)
—i% - BEFEER IO SEALORE

i FHEALE D R 2 (66.7) 2 (50.0 4 (57.1)
REZE 0 1 (25.0 1 (14.3)
NS 0 1 (25.0 1 (14.3)
FEER 1 (333 0 1 (14.3)
TR A O 22h SRR 1 (33.3) 0 1 (14.3)
JHFREE R P

JFHRE S 1 (33.3) 1 (14.3)
EE U LE VIMAE 0 1 (25.0) 1 (14.3)
JEYSE B & OV A BUE

FERRAE 0 1 (25.0) 1 (14.3)
JiE bk ¢ 1 (33.3) 0 1 (14.3)
JINOD B2 Jig otk B 1 (333 0 1 (14.3)
RRUGEED 1 (33.3) 0 1 (14.3)
Bl S lzE g 0 1 (25.0 1 (14.3)
I PE SRR 0 1 (25.0 1 (14.3)
5, R L OWLUE A GHE

CoaYed| 0 2 (50.0) 2 (28.6)
FhE-g 4T 0 1 (25.0) 1 (14.3)
KU 0 1 (25.0) 1 (14.3)
Wi t% i e 0 1 (25.0) 1 (14.3)
BltE 0 1 (25.0) 1 (14.3)
BIA PHE 1 (33.3) 1 (25.0) 2 (28.6)
97 N

C— SMEE AR 1 (33.3) 0 1 (14.3)
y—=TNEINVET AT 2T —FEHM 1 (33.3) 0 1 (14.3)
IREWRD 0 1 (25.0 1 (14.3)
DR Vs I 55 0 2 (50.0 2 (28.6)
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MedDRA/J v26. 1 KHER SHER 2R
(3 431) (4 B1) (7 1)

FRERIRSHE (S0C) Bl %) EE ) BIE %)
HAGE (PT)

SR R4 A N {4 0 1 (25.0) 1 (14.3)
B R B & O SRRk E

RAm 1 (33.3) 0 1 (14.3)
=50 1(33.3) 0 1 (14.3)
B AR A A 0 1 (25.0) 1 (14.3)
7 R 1 (33.3) 0 1 (14.3)
PSR IR

CAXRYT 0 1 (25.0) 1 (14.3)
DA N=T 1 (33.3) 1 (25.0 2 (28.6)
FIEpL 1(33.3) 0 1 (14.3)
JE SRR 0 1 (25.0) 1 (14.3)
FE

NS 0 1 (25.0) 1 (14.3)
PA T R E 2 (66.7) 0 2 (28.6)
LI 0 1 (25.0) 1 (14.3)
Bk L ORI ERE

BRAE P 0 1 (25.0) 1 (14.3)
IR 0 1 (25.0) 1 (14.3)
kR 2 (66.7) 1 (25.0) 3 (42.9)
MER 2, MERES & OVRERm e

sl 1 (33.3) 0 1 (14.3)
FERG ¥ UL Tk

B E 0 1 (25.0) 1 (14.3)
a2 1 (33.3) 0 1 (14.3)
il

SR 0 1 (25.0 1 (14.3)
R i 0 1 (25.0 1 (14.3)
L DR RE

P e e 1(33.3) 0 1 (14.3)
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