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Neupro 8 ZZ7e/24 /N EE R 1 ]

HRIER & 24 /NIRRT 8 =5 rotigotine °
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BRPRICEAZE - RN 2 mg/24 h - HEIARHE - S AAE 8
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(B EE R AR BRI AR o FP BLEEPR O M B AE BRI
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BRI REUBRRE > DR () B AR E) o I - AR
PREUZWHFEE (A S B 4.2)

IR RIT R

wEREL > AEEHRRENRERTR  ASERENRE
BFEZEA - 2)8  EEEEL - BURETIRTT R - E M SRR - 15
BE) ~ BT R RS -

AL OFERE

WEfat - ERRRABITAY S EREYaRNEE T AA
8 IR AR A B A AL - BRI  BhEERK ~ B E - 08
3 LB EIETY o EE ELIHEHEIR T RE g iE AR e
fift  (BR—E G EMER - MR R iB S R TEBLE G
EYIHIZE B (ergoline) 45 REARH - (B B RN & H A IR 28 Al
TS R RS S &5 e R RTE -

DUt R 2

HHR 2 R RN 3 R TELE TAF B ki R Bk i 2

(HR +58) -

IREH R
TR A ] S A R SRR R
Dz

TG R MBS TANBEVR GRS HIRE - ks - =JRBEEC
oK 22 R A ERR)

FEREED AL AT HE LR R S - i AR I AR P o R
5 Hbmm SR RGN » B —EES 14 RIEA TSR - 40
SRR AL B R R S e HL R R R R SR R - E AR
FETHE - B0 RS R AN i B RGBT o FES S ) R
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SEERTEAD > WM A A 2 B R (e SR i B AR T - R
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BEER ~ O RIMEE - SEYIREATAE R EE S MR
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LR > rotigotine s ATC 43JE{LHE © No4BCo9

Rotigotine &—TEIEZ A ZMHAY L E R (L8R - B aRFINE
512 (BT

EIRIZR 2 » rotigotine {4185 (LA DA HER caudate-putamen)
t1 D3 ~ D2 F D1 288197720 » SR A AL IE AL
5.1.8  HEGEE

A [E 248 T R HY D REIE M S AR h AR B P M = > rotigotine
&7 D2 K D3 ZWERR - /ML E(ERF D1~ D4 K D5
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Mt 24 /NIFHURL R (EAT4ERFRRERTIRIE < 48 1 mg/24 /NEFE
24 mg/24 /NEFAYE B FE R - rotigotine AYIMAEEFEREM EALLL
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Rotigotine 48 N-EWEAL1E F (N-dealkylation) DL Kz B 281 — Zu 3t
HO4S & 1E F (conjugation) K EHE A - #8SMaABRSE REBR - FHE
CYP [EZJH(CYP isoform)}JEEME rotigotine #Y N-ZfE L7 fE -
T TRy R AU SR IR B B R A R L EAE & 0 DA
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BEE AR - BETE 2 mg/24 /NFHIHIEFALGHE rotigotine
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SZHpEREEE 6 @H -
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F 0% IR - ZRIBIHAIR 19% (Z54E 29% > 95%(SHElE
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F Oy B oy B = o YRR SR FE Y S {E Fy-3.98 7
(BEAE(E Ry 29.9 57) » T MISHAIEAL 131 (BB S s0.0
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/NIFE A S BRAEE T rotigotine » ZA% DUEEIEHE S 2 mg/24 /NIFHY
FR - TE 4+ BRI 2 R ERE - BlE LR 8 mg/24 /N
B © Ropinirole 4HAIZTE 13 HEARIEESE = BERRERE - HE
EFRAy 24 mg/ K - BIAHRAHIEEIIFHEREZ ERDEF 6 [ H -

TEHERP GG - rotigotine 4HHT 92% el B RAER & Ry
REFHIE > JREN 8 mg/24 /NEF - Rotigotine 417 52% 75 E#E
F| 20%HYZNEE > ropinirole #H Ky 68% ~ ZZRIBIGHAN Sy 30%
(rotigotine BHZZRIFIMN 2 B By 21.7% > 95% S HEE R B 11.1% E
$2.4% ; ropinirole HilZ7REFIMY 72 B By 88.4% > 95% (S HE & [ By
28.1% % 48.6% ; ropinirole £ rotigotine N5 By 16.6% ° 95%(548
BRI B 7.6%E 25.7%) - > UPDRS BFEBI(5E M Bl =1
Sy HIHERD) SR YS9 1E - rotigotine 41Ky 6.83 Jr(FEAEME Ky
83.2 47) ~ ropinirole 4%y 10.78 J3(EEE By s2.2 57) ~ ZRBIAH Ry
2.33 SY(FRMEE R 1.5 57) o SEYARRAL B AR R T e 2= 2
EEHASRHER - Rl EIASEH rotigotine MYEERA %5
ropinirole ©

PRIEERS MR AR MR RSB (SP650DB K SP515)RIIELAEIEfE%
e EREGIERNEE BB R - FTERGEEEER "X
BE ) MR (“oft” time)AYAERINEE (/INRF) o SPALFRUN T /ARLE - 1
JEBEA [ (responder) FT 15 2 2 s E VAR IE » DL &
AE L BRSBTS RE -

FEEWIE SP650DB 1 > 118 L EERZHRL A 8 mg/24 /)
HFPERY rotigotine » 109 ZBEFFZIHR L AHEIA 12 mg/24 /NFF
T rotigotine » & 119 4 BE{H 2RI - BFEW 4 mg/24 /1
IV S BAZG(E I rotigotine BEZZ R » A% AR 2 mg/24
INERRY T B R R o SR ERAHAN B R
ZHRAEREER 6 B H o TE4ERDAREEREF - rotigotine Tl & &y
8 mg/24 /NEFEY 12 mg/24 /INFATRIAH T 53 BIE 57% K 55%Z 50
RN /D s0%HTEEIRY - TRy 34% (FZRITHIF 22% K
21% > 95% ST 577 By 10% 2 35% % 8% 33% + W rotigotine

4H34 s p<0.001) = FBE(HF rotigotine 1% » T AL | BFEIFRIRAYFE
PES R Fy 2.7 Fo 2.1 N+ T ERIABAYIRIE R B 0.9 /NI 5 HT
A AT B (7 5 By p<0.001 J p=0.008) ©

SR SPs15 1 > 201 HEHHEH rotigotine ~ 200 Af#HH
pramipexole > #H 100 ZEEFEHZEM o BENE 4 mg/24 /N
HIFIEBAAEE T rotigotine » ZME IR 2 mg/24 /NRFHYTT
A~ FWHEEEHRERNE > M2 LIRS 16 mg/ea /NEF o fF
pramipexole 4HH » FBFHE—HFEH 0.875 mg ~ M 0.75
mg > AR UFBIRE 0.75 mg 197720 B 2 R AERE
il ERRAy 4.5 mg/ K o ZIBHAHN BRI R AR 4 (8
H o TE4ERPAHGE TR - rotigotine $1H7H 60%% 5l & #E T 2 /)
30% [ I @ f% > pramipexole &k 67% ~ ZRIFLHAI R 85%
(rotigotine BAZZRITIAIFE T By 25% » 95%(SHEERI B 13%2E 36%
pramipexole B2z RS2 BBy 32% > 95% (SHEE M B 21% £
48% + pramipexole B rotigotine 725 By 7% » 95%(S FEIEE [ Fy-2%
2 17%) - B T RAE ) IFRIFEIEHYTIIE » rotigotine 2H Ay 2.5 /)
B ~ pramipexole 4HFy 2.8 /NIF ~ ZZRIFI4H s 0.9 /B o BEYAHRE

HMEIETIFEETAL T rotigotine ¥ < 7R [ iE R 78 1 7] 1Y 52 22
(SP824 ~ SP825 J SP889) :
SP824 BRFEZ 0 ~ 2 BHYHTFE DA 88 1M e A% [0 JE 3 R 3
% 52 & ¢ ropinirole  pramipexole ZY cabergoline [F{&
Ry rotigotine 4 Rz 7 BV 32 MERF » DURCEHEAREY R 2
116 ZEEGESTHT T REEYEHA R (E T rotigotine ~ & ER Ay
8 mg/24 /N > Hitp 47 AfEF#E ropinirole ~ fz = HlE A 9 mg/
5+ 47 AL pramipexole  FRSHIE 2 o mg/ K » oo A[HFE
cabergoline ~ B¢/ By 3 mg/ K ° #ifa B rotigotine f& 1T THIM
%o B RA 2 ZREM ropinirole YEE - 5 L
pramipexole B ~ 4 ZFEH cabergoline Y HB 3 00 NI S s
B(FLES 2 mg/24 /NF) - UPDRS &RE—H173 ZH MUY
FEEHETGE - K e MR RT RS R 5 -
i - BB ST (SPses) i —IE DU HME < AR EC R 85 Ry B 427y
W5 (SPs2s) - 25 ABEHLHEISIACE rotigotine JEFRAH ~ 26 44
BESCE ropinirole SERAH o (EWRAH T o JATREEY) IR R R
RIS ST 2 (7 H Ry 8 mg/24 /N 9 mg/K) « GHRETR »
AT EIREEY P RE ISR iR E B T RE RN - 4808 4 JE4ERDE
FEi% » rotigotine 4B EACETILIFEER(UPDRS BFREE =813
IS By 6.511.3 43 > ropinirole 4LEBFHHI R 5.911.8 43 « ENEE
AR 77 T (e < AR DO IR FR e i % R PDSS) - rotigotine 4H&
HIGEEIRE By 4.1218.8 43 > ropinirole 4B FH A Fy 2.5218.5 43 »
FREGREES (L S HES L » S 4HETZE R EREDE -
1EWFZE SPsea Jr SPses i » 3B B J| & #H & 1Y rotigotine B
ropinirole BT -
SRR B S (SPss9)HIBHSE H B G2 RIZ 5 R B B hRe ik
FPCRAR RN 287 LRSS RIIELH - fFiEEH
oo 81.5% E B OF I 2l B EEEYIE R © 190 BHEFEM
rotigotine » 97 A\fFHZRIH] o BHERE 2 mg/ 24 /NI SR HAAGE
Fi rotigotine EZZRIT - ZA(& LAGFHEIRE 2 mg/24 /NFRTT -
15 8 IR Z e 2 B dHE - B2 LR 16 mg/24 /NI o
TERAHH B E I FHERE R R AR + B o R EEThEE
(FHETE % UPDRS 55 =4y Bk i iR R (ST 1 TR R (EaT
I E 4 #% EC fiE B HE 2 22 > modified Parkinson s Disease Sleep
Scale > fiif PDSS-2) - B 3 [6] F B 3 5F 45 45 12 (co-primary
outcome measure) © IEUE R E R as g » rotigotine HEE Y
UPDRS &F£FE =M 8OPIEES 70 5FEEER 29.6 47) »
MR R 8.0 73 (BB S 32.0 7)) - PDSS-2 B8R TI(H
HIECEIRE ST A By 5.9 53 (rotigotine » FEME(E £y 19.3) K 1.9 43(ZE
il » FEAEE R 20.5) o SLE FIRAGEHLIEIEN e E RAA St
HE#(p=0.0002 K p<0.0001) °
TE N YR R H A B ERAI SERTH B 347 rotigotine B
BRI LR A BRGSO IR S B E Y A R EE R
BE ~ HIL5E J7 B R € 8 & 3% (Nocturnal Akinesia, Dystonia and
Cramps Score) ~ IIH £ 7 (X iE 2 ) TH&E LLYME AR 8 3 (Parkinson's
Disease Non-Motor Symptom scale) ~ Beck KEBER (Beck
Depression Inventory) * Likert X 11 438 £ (11-point Likert
pain scale) ~ %ﬁfﬁﬁ%ﬁ&ﬁ?ﬂ%{short—f&m Parkinson's Disease
Questionnaire) ~ UPDRS &35 #4374 - UPDRS &FE%E Y
B =y Sy EEERD - RISHER R KB B, UPDRS 85 IUHES
TSR E VT

7. HEREREHE

7.1 IR

REdHRR R

Neupro f&—TEHHY ~ #9873 B (matrix-type) S8 FFIR UL 24 » HH
ZJEAHR

EIEE (1)
HEEE (2)
PRAERE(s

(1) —EAEEENEEEEE - dIMIEEEEEENEERE
FRAH Y - B REER (L T 45 M1 S AR R 2 BE R T e 2
FIFRBEAIHIH -

(9) —fEBERLMEREERE - Z GRS rotigotine RI T FIFEIE MR
Ty AR AR ¢ B i B R A % B (ascorbyl palmitate) ~ 2 4
(povidone) ~ ¥ B %5 % 7l (silicone adhesive) ~ £ 51 I % §
(sodium metabisulfite)f{l dl-a-4= &3 (dl-alpha-tocopherol)

(8) —EtRER - RHEHERE SV EE N REER - T
PR RERE T - W ERIRTA T2 F s g i -

72 FEEM
AR

7.3 {REHHRR
S0{EH -

74 HERITEEEE
FEREARE s0°C -

75 AEERHE - (RIS RIUER A
RSN/ —HRH I ERERAE) > — M
S~ (RSB LB BEARAVAE R - S —ERHR LA (R E) -
i LI BREARPTAE R -
EFIBRIREAR & & AR AL IR - KERBRIRER AR
IRRYHOTH [ P EHE - AR T wREE Y - BOBSERG AN
W2 Z 2N ERER NZERBIHTT

FFA[EEFFA# © UCB Pharma S.A.

H3#M © LTS Lohmann Therapie-Systeme AG

&% HE © Lohmann strasse 2, D-56626 Andernach, Germany
fFIHERT © Aesica Pharmaceuticals GmbH

& b © Mittelstrasse 15, D-40789 Monheim am Rhein,Germany
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