25, #F 5 14%seéz_Mirapex Prolonged-Release Tablets

0.375 % » wEFHF S 025258 5L
0.75 % wEFHF S 025253 5L
1. £ 5w wEFHF S 025260 5L
3.0 % wEFHF S 025259 5L
4.5 % % wEFHF S 025261 5L
LERS T

1L flerse™
T S S R /3R S
2. vz g
21 -+ EL§
MIRAPEX PR A % — % ¢ JR— = » 200 % BA G G4 3 % o7 o
MIRAPEX PR | &l SE3F 5 IR » 7 7 il ~ RARR 7 3 o
FMIRAPEX PREN| chvis ¢ #7684 » e it 4 L £ 479 IR AR »
22&@5&4&@%%%%*&
A e AR 20375mg - A - K o VARG KRB @R BHAFHE > CAFHF AT S E52T2 - = (not
more frequently than every 5to 7days) > 7 £# 1 - 20.75mg > AfeF #4075 mg > B 5 1 - 2 45mg (&
RERHE) -
BERA RS 0 BRI 20375 mgB s o kB Sm B s F s atE e 2 AR - KA L TRE R
PR A45mgnEE o FXALREDL BRI CHRSARLAER- = Boeofhk e m =i o
d SCERAR EBR Y ATER Tt B2 A LGN > Tt a2 T AR E-F BTN e
& 7 #MIRAPEX PRi: % PF > >t — 1k 8p B 38 7% (]
BET A FF LR
BTH A Z YR F
Pramipexole.’rfﬂ’}%"“,f BT [FRE A FZF(123)] 2k T i R Af (Ui T F FRA50mL A 48 )
mlﬁi BEPERE pAHE -

mr REF AR (”"‘ﬁ&ﬁﬁ f—;% #3032 50mL, 4~ 48) m}]% B BinpF & - X JR* — X MIRAPEX PR -
B F > X R RI R EE AL AT - FEARE AT 0 TR R H0.375 mges] g
HENAI BB - X225mg e FMEDBFHF A2V 530 F- = o
MRMEXWﬁﬂ%%+€&?ﬁtkﬁ(mmﬁ¢%+ﬂAMMJ%ﬁ) m?ﬁ%&ﬁﬁ?i*ﬂ&%é
RETLRH LY o
2.3 ¥ A A Pramipexoledz &) # * MIRAPEX PR
i * i <A 3] Pramipexole & | chyp & 7 20 fg B = T * 4p e & p A £ SHMIRAPEX PR o i# 2c &) 3
Pramipexole4z 3] 22 MIRAPEX PR&& | 7 Ap & * p% > & R $Ppm R8 R R > - F AR AL -

3. w2 H L

(]

-

e
bets
S

° 1

B % 2R 3E 2% 4] pramipexoledz F) e

LN-!

winh EEEEG 0.375 LA ¢ PRSI RA - RMIAHNTTPLT FHHFT @ -
Wiah FHPEs 075 T sy d 7 g kA kBT e HGtT P27 FaiT @ o

i, FEPEx 1D T d R & &R/ e 3T P37 o F e @ o
1



Gias, FFEE 3.0 TR 4 SR BH KRBT GRTFTPLT cFGa AT @ -

Gias, FFPEBE 45 Tiv d SRR o RBMEGRFTPET FGa AT @ -
4. # i
}"'?rpramipexolez\? AP E - DA EAT *‘ﬁ BH o

FEALRA

5.1 *?El ¥iEe? piy
¥ P2 4p 0o L pramipexoles B3P ¥ EE (s HEER) PREFAFL L o BAF I HRA TR
pramipexole& | #F B N FV R PfPESFA) > e j BF R L ARL ¢ NREHFHEDER A T pp e LA
Mgt TR PR F R LSBT Bk - A F L o AN FRER O E H R ERY 0 JRY
MIRAPEX PR4z | 1387 & }l%ﬁ,‘f’ 84 (2%) MR ARpEF & Hpkgy 0 281 & FR’*-?@/?’?'J%“’ AlF 24 (1%) &

PR e
G5 Wik fRLH 0 % MIRAPEX PR (MR ¢ i 13.0 mg/ % ) 5223 fop b ¥ § 36% ) L 71 of pLk
%0103 &% Al m &Y R IS% IS A Al b0 g B g B 0 X MIRAPEX PR (A £ ¢ 283 mg
EDLEUTTES T Ay 15%»'1%?]'%“%’5'%5?»% 178 L& A B R 16% M IR A 0 F P TR B RAR G
WP KR EF L L LR e TR PSR RER L RABET RS AR T Ak AN RT Bk
COFFRFAEAEERL LT NRANEE A AT FRET LR E AL A EL o FEE
TEBf# > AT AL ARG P F RGP G 0 G R RN P LEEHET LT NRA
B 47 MIRAPEX PR4&z /55 2. 50 » /;t?fr’«lﬁa BV a4 FIerfpeal g o £ R R AT 05 BV A et

b eFE 0 Glde o B F ALEFR A RF) s FPER A A RAL 0 2 B % VA 4o ¥ pramipexoleik B & H (Gl4e
cimetidine) ° % & NP B f £ ph plst *v:“f—l‘z‘hiﬁi’mré?‘h (Bldc$ts 485 ) P p » 3 F T iar
MIRAPEX PR & o % - % 4 & * MIRAPEX PR& & - E’J@r*’flﬁi BB L ATV RET A%
Mejpd o BAAE RSB ET S RIS FREOER > LE AL FTAVEN ESHE LR 2 AN D K pd
B R i) o
52 % gk ehde = 4] K B
WIRAEER D TRA SR 0 5T RBEIAMT it 4 2 P RS T 23 A Fakde 2 4] M BE (orthostatic
hypotension) - % H f A £ A o ph b bk foSp B HNAS 2 hE a4 TR o FON IR R F] > $30
© § @ exocH] (dopaminergic agonists) (& #MIRAPEX PR™) iy char & fe o & 3 ¥ 01 5
AF N2 A Mk Bp ek > AR RREANAY > TR AHEG LG B B E FRER
ko k B SR TRA S Y 0 4% MIRAPEX PR™ #2557 5387 £ &% 3104 (3%) N3G sk code = 4] i
w281 &% EALEH LY RG34 (1%) S % 387 #MIRAPEX PR™E & ¥ § - 4 Flii B
moPETILR o
53 Wbl /HE i
i B4 & &2 #7647 7 (cross-sectional studies) % Bim 0 i F - BN FfET A4 P % F ¥ RFE L (central
dopaminergic tone) ¥ fr & o & feSp ok * ip F4 (¢ $EMIRAPEXPR) P& o o5 & 7 0 JUIRREHE firds ~ (2
BH 4 FRELRA  AGRSE /AR U RAEY > 8 D mipiliel B o RR B (L22230) o
L rh T R NAE A BRELLBH A PSRV AT AREELEF I AN FF A EEENE LS

RiEF o i kA TR Y MIRAPEX PR R | SRS 1 fbrde ~ fhfbeds ~ 2 f 13 TR A H w rd > & R
b 4o & PEA) o ¥ b3 IR* MIRAPEX PRPF 3 SR ig T tords o F 4 ¥ B8 WA R & 5 -
B33 1056 Lta g Feop B 58 A T K 5338~ & A SR GOMIRAPEX PRi#SR  Ripd £33 F & =
P SRR R R« W54 MIRAPEX PRiG 69387 £ 54 ¥ § 144 (4%) - 42
2

P
Wo

et



i +c | %) pramipexole i B 388 £ K ¢ F 124 (3 %) 11 et % FALAR 081 L E Y § 44 (1%)
MBS > ¢ HBRLEE  LAER e R REEEY 75 o

54 =%
Bl AR ﬁvr#bﬁﬁc”’uﬁﬁz& W5 o 35X MIRAPEX PR 455 5387 ¢ % 38 # 254 (6%) H1m*
£OREAREEDS & NM) > B FEALH A8 L2325 015 54 (2%) ML R % © & * MIRAPEX

PR&»’@?‘JW387’}]%€,F’ 54 (1%) Fldm=Fm @ 85k o

Pramipexole* T R ns FF 2 h 'V i 'CERHE AW F - AT FHHROOE FVEREFEHR? - BIRY
MIRAPEXPR&:@%*J%%’;#?‘,‘ ) 162%265;&—}3k 3154 (9%) M= 5 225 ?<65;§e—}5‘ﬂ‘]7§ 104 (4%) S %

¥ o
5.5 FH FE (Dysklne3|a)
MIRAPEX PR&F| 7 i 3 it = % = e} @ sl iv % > 37 i 3148 @6 Flep b R R 8 b FIELIR % 4ol o

5 6 Lab 2 b )&#F

Pramlpexolem/ﬁ“‘f R T [FLRE A FEZF(123)] kT A (VR R S % 50 mL A s )
o & % MF p AR - MIRAPEX PR&A & £ 6% B3 €4 To & £ 4F (Vip=rh & K050 mL /4 4)

BT R LEFAY
5.7 ¥ ®»va i35 (Rhabdomyolysis)

fid S| 3| pramipexoleshfpk B 3 ¢ 0 F - FAIRDAN I E SR T HEFF LB ROBEE 0 R b
W ua AL s (CPK) 2% (10,631 TU/L) » Bk i B 4 -
e Rk FARERAP RFlGUE R R SR R Jj‘w'“ /E‘q‘pﬁ Fl 5 ol g0 A AR ROV iR
JE AR o

8 & Blefuil e ips %
i F
- RS E SRR 0 BRI % & (albinorats) LD L EITE g (R K me gl i &
g2 ) cBEARAER2E KN ¢ A BT AP RARPNEIN > RAPERITHR > D BH LR B BURL R
Pk REDEREH L o
o L) R BEFEFERORETE TGRS T AFRFN R cBARLEY AT RN LR BY A
FEX o A EAR S FlABV o b - AT s AW e o] (75 A& 2] 4 disk shedding] ) £ ALK -
59 M5 TR ERFTIARBEAREL R 2
BEAR LT ar 5 BN E 2 ApramipexoledFTF R E P Tt AW AR L L@ B 5 v mBL T ot @ g
238 3 BEFTEAFHF AL FHRM > T pramipexoled | F iz F R GHEF B H s § 7 R dpiT 0
Pa ik afmy v ﬁki‘%*“pramlpexolem}ﬁa BEHL a2 TP LH R R R A
IR IR ATIR LR R
X fpramipexolesi# F A F ¥ A E 4R L > 2 AHE ¥ FE BEA RO R 8 s TRk

# :}P’s ZY EgiE¥ ) (neuroleptic malignant syndrome) (s #E =% ~oop 8 ~ A7 7o p A Y
A) D g R PR Flih- FopkadR 2 e
FaitFFEE
hfe § hagiTd 2 5 ¥ veond| (ergot-derived dopaminergic agents) iey om0 ¥ G ORMS S A
(retroperltoneal fibrosis) ~ **i%i ~ ¥ 9fkit (pleural effusion) ~ " ¥ER 5 ~ o @ L 2 BRI # 5 ] R
4 o BEARGBU HOF T o A BT iS4 > 2 - fz;gzi—aiiﬂ‘%f °

3



BEARGE A AR T N AL B S 4§ (ergoline) Hid F Mo e X 2 FRE B S LapiTE 2 TR
[EE 7 T ERAF A o
i# *o || pramipexolegz H ih b B (S GS Y o W F AR EH AR (FRRPEERR R R A RgRg )

SNV R GRS o BEARE KU SRR T S AEipramipexole? Pt B 1 B g g 2 P enTIR B ko L m ik e 2

N

F_L
s

* pramipexole ™ it £ § R -

Z 7 # £ (Melanoma )

EREELRT e SRR LIS FHDREI - B R (2268 =) 0 B A FEAH D
B EF R GRS E B FF (Dl SNk N EaER ) TER

AR T e Ao B REE 0 &t * MIRAPEX PR&J SR e i R i > 2004 & < T RIALZ
AR R B J i g AL (Bl FPFR) e ARKRE
6. * 2F B

TR AR i b i
WYY pEY
FoRA e 2 ] M R

et fr 4]/ shiE b S

=

EEs Tl

i)

B R

& B2 AR e Vi

IV B«.}%&,z zzﬁ,r),%‘ﬂf”ﬂ'ﬂ? 4 *”’1 i

6.1 Tk iP5

FlE TR R A AERIRT T I R B OTTRA R TR AR EF L S g ey - Fpon
TRk (SApp FEF 23 PR hy - FEFEPE) ¢ OFE FEREF VRO TR RZF RRE L TR

BI04 Koo

rj”vﬂ 1?5 ﬁ‘vj‘ mrﬂ‘;f\,ﬁ

=

& MIRAPEX PR&M|+ % # = 5 7 » % P +5 & F <k & 4 4 % MIRAPEX PR&A| ~ & B4 & i <) 3

pramipexoledz & iofr o ot b > 77 2156 £ & # 9 & &g (Hoehn®? Yahr % I ) & F&7- Bigps e -

B~ F e nanEi 0 TR EGE 2 ] pramipexoledz A FE P * MIRAPEX PR&F| sy o fis - A Y

¢ ,ﬁzé%‘?rarw%%@uiizzw s iy i pEBEe A (MAOB-1) #7 %4 ~ Fi'tig #) 2 amantadine &

il 2 Rk &L B RGR I o BB 2Tk 0 kW04 FoS g & 5% MIRAPEX PR&A| - & A &

oA 4] pramipexoledz & o f ¥ 5 = § ¥ i B4R E o

FH I E R

4B +@§%4;&,§ﬂﬁvg§5§a » /MIRAPEX PR&: A /5 %333k 2 16 > ¥ Rehd 2 F 2 (F 4 F=25%7 |

RAF) ¢ 32FHE ks ~ TR B 1 F ~ = s vz e B EE YR

%% MIRAPEX PR&A A A 33 67223 &L 38K ¢ » 244 (11%) F17 A F & @ @ 805 0 2% % {40103

LRFEEY G440 (4%) 0 $ o Y pramipexole@ M 213 L 3 ¢RI F 204 (9%) IR o B F

# XMIRAPEX PR&z Ao ¢ $7en3 2 2 5 ek (2%) o

F1977) 5 Wik FSpeahER ~ X GREB L P 0 UMIRAPEX PRi:B33FH B4 4 53 52%
LFRA e AEE o AT i;é%‘%m"* 25T o RFEN LT R REES 2 LF R

®
BrriER (38%) &7 & (41%) -



1 393~ F7 - NIBHHROIYPHE LA ERHRY CRBRZL RS NRLIIAFEFLF (N
MIRAPEX PRip R 2 X 3 eivif 2 F >2002 3 & AR 2) o

LI B Iy L Z R MIRAPEX PR i# *o & A pramipexole
(n=103) (n=223) (n=213)
% % %

T "
PN

7] % 15 36 33
B P 7 12 12
L 1 3 3
THER ¥ 1 2 0
AR N1
P 9 22 24
LS 2 14 12
A 1 5 4
ek 0 4 4
L+ 1 3 4
Wit oA 2 3 3
HRRA i 0 2 1

DR B e

A 4 6 6
Bk E 4 5 8
P 2 3 1

VR F AL n B

o 3 5 3
WA R

o 0 8 AT R SR £ I 1 5 6
P 3 4 4
% APEF I 3 6
PEFR 1 6t 1 2 3
R 0 2 0
X AREY F Al SELE 5

# ) 1 4 4
L FpEd

de 2 2] i R ! 3 ’
A g Bxge (labyrinth) £ ¥

] 1 4 2
Y




G REH : : :
BRI N YRR R
BN : : :
R L I L T
Bodnch? A BT r R E R FH A I o X MIRAPEX PRip § chi &8 7 R F 23041 £ 30 4 )
W A FF (=27%) 2P (77> MIRAPEX PR 2% - % {2 % =i5% £ 8B 22%) ;¢ 2 F % ~ sk ~ 1]
N/ & < Bl T
BISOL S Wikl (Y SARY 257 ) S iF- R EPA L T FRuaRERY R
i# &) ] pramipexolesz Al g p T * & p A £ 4p I SHIMIRAPEX PR&R o & chf X 140k i o JEGE ] 3
pramipexolez | # * MIRAPEX PR& A 11104 £ XX 32 F ¢ > 5 - A 517 A% & (@ k) @ ¢ 8o
* g g g
BAPOEFURLE (B 25 ) e Famis? > UMIRAPEX PREA| AR ISEH B hd N (5 2 &
=5%2 AR @AE) 93 AFE L EH T R A D FRAE L
#% MIRAPEX PREF 5 18 P164 £p B ¥+ §8% (5%) F17 A% 24 ¢ 05 » B % FAD178 255
B 374 (4%) > st i *od Al pramipexoled A ch175 Lo & 7§ 84 (5%) MRtk o & ¥ $ 5 MIRAPEX
PR&: A ipH » 4707 2 E 2 2k (1%) 258 (1%) -

o

2247 5 R 04 F Sp &4 H X MIRAPEX PREM| 5 188 B 7 R4 4 5 3 2% 3 3% a7 2
T ApE%Y > BXMIRAPEX PR&xA| ~ i# ¥ 7] pramipexolesz 3| & & | 305 R F:éj AR REES LS
T o3 AE A LER (32%) &¢ & (17%) -

PEER CME AR AR L HRRRY CBRLIpR B MR 2T F 4 F (A MIRAPEX PR
ve%ix;ﬁ—ﬁ@i%iZ% BELEMOFEE) o

L By S A & A MIRAPEX PR i o 4 pramipexole
n=178 n=164 n=175
% % %
P B 5
& # F¥g(Dyskinesia) 3 17 18
Bp 3 7 4
B (ZH) 1 2 3
A
s 10 11 11
i A 5 7 6
vEe A 0E S 0 2 0
iR 1 2 1
A e
=R e AR CKEEREDNR 2 9 7
AR 2 4 4




R YRR

&7 IR 2 5 1

SRR TEE LR

TR 1 2 3

X% 18 pF B 8 A 47

Fla st g GAREE R E R F DR TR TR A IR AT B gL FapP o
BA D LE T R F AR EDED & aFY o L MIRAPEX PR/\_—.}%‘—‘F’f =p R gy}

WMo BHEF (=72) 3 aEY (7% MIRAPEX PRE% - % R 2% =ia £ B =2%) » & 42186 Flipe 2
B, o

7RI

#MIRAPEX PR&EFIFFHF > t|THF%RZHRPP T AFREIP2LHLEFT RS o FIP > AbFHEE R
£ Mg RE G I F A %&%$££W£§ﬂ°

i# @) I pramipexole£2 #/ a4 A H B B T BT H B 7 R E 2

7§ 2509 & X Ff 3% X i& @] Al pramipexolesidlic f chfRpAk ER Y 0 2 P MRA X (FREREFE R E - &)

ag AF| A AFE 0 4o AT o @ 2 2 iE s 4] pramipexoledz A hF & M Thdofe 0 AT AR T 230

A AR Y

94

,"1.3}1\)\ o

AR GBI R B R 0 S IRA Sk 6 m R T E N T B

SR PR

OF F S ESE ¥ INE SEST S AR RS 3 AR & E AL N T 5 F TR ARNE FE

RBE R R SRR L R R R SR A BB R R Y s e R

oL~ SR B R BB e Yo R o L R e R

UHANSE SRR 3 3 SRS F22 RN RECE L

AT ﬁ‘?ﬁ—”—b’ﬁ@fiﬁ;ﬁ D g R IEARAE C A BLEIREAS S f1aEa)

B p AR F B B R A R K RS BB g~ et R AL (vestibular ataxia) o

P TR T R R Y R

RApE PR @R R 2 g (amaurosis fugax) ~ BB 4~ PRBR R 0 PR A BRERTE AT

AL S RO S BT PRI G BB R RBRKE S T AR B mnig i g

AR Rk AR AR F R R B AR B AR DR AR R R

FEAF S v R S B B RS T s R o gy

ISR AR ESE L A - I ¢ R e ,g—);g SRR AR TR T

Rk s W B GHATA S RES PR RESAF FE FHR - SHEAP - SHKT
SR EHL TR BN WIS E N FEE  FTRP TR R

2L .%WZE\%@Emﬂé\%ﬁﬁ@ﬁ\%ﬂ\ﬁ BEACREE FEILEE AT
AR SRR A BEEE R BRI s kR DR i s RW R Tk o
W%ﬁﬁ‘%ﬁﬁ~%i%~&ﬁ%i%~%%&o

REFERF D BT o

BAGHFLAPRR BRAFORI Y A A B
B kT CRBEUBARA SRR A LR CEHR L A RE BT L SRR HER

FAT A~ FoprE (BP) S EERE R CREE L B A ERE L YRS AT s T RAREE

B4 AR B B TR TR A R AR BRI TR 7

7

T AN




BRE A P ERERE A @ék~ ﬁ ERFRE ~ B CRARERCFUREE -
FoPRERARRZ HG g LR BRA LI B4 G LA o
Al g FAF EBRT (cachexia) CEATECE TR SR RO RMF T AR FERRR L
B o AR F gt~ B PR R AT~ M BRE - M o A E B2 R AR 0~ VB PK 4
e 3 o
o A LT A H‘;‘ﬁ FoREER CARRE L SRR A BB AR RS B SR AEE
Ba e B BB s g AT e BRRIEE g B4 g R e A RA - B RS
o s o TR R R~ S B MOR R SR BIEM S AR~ TR B AL el
PUEE W s f O o
R EEE AL By TAINER  UR ~ LEAUR ~ AR e Ry R~ VR~ 5 R R T
T A AT AR 2= N T TR E AT AR E N SN 1H
FegRgr S v Bz s IR  EEAE R s h T R BHE I A 2 Rl MM EBRE S
FALE DR VLT O R B R L F R AR TR SR SR
W~ AR T R TORCRA ~ AL R~ AL E SRR BER et Ry~ T RO T R
HEIGREF R &4 VBHBI N BLECFEIN CFURREGE A E R M kE s FERRIRE 5
RAECREE o RRRRE R - ’«’(év‘ﬁ% Vo o~ BEEE CRTRN C F @ o RBRARY SRR R
BT AR AR CERHER S FF FE S B ek 2 }_);r_ 4a 88 ot g 1% ¥ (extrapyramidal
syndrome ) ~ % 8B ~ ~ 3 (T4 45 (grandmal convulsion) ~ X £ 7 3§ ~ R BT~ Fh A ik s K Bl
Foba 2 &~ vk 4 @R~ RRRT RS E N gk R A RS XA RER g 2 p A
Hg o~ L g “”Fﬁxlﬁs CALER A SR ® - R AWDRE (nystagmus) oA #]4 (parosmia) o ISR i
e~ kA SR R E C RERER RS ERP BRI FE I A AT HAA Y HQ@‘T%
HAEF AR EE - BREL P2 X ‘fg?"xfl-% BT ~p RSN XBE T AR B
G & 4 R4k (dissociation) ~ B FIE ~ BT - A pEFIEL C MR F - LHRE ~ PR
Ei%‘%%’w‘iﬁ‘iﬁ‘l“iééﬂ-‘ﬁi‘ﬂ‘ff;}%‘fé"nz*,iF@‘E@f“ BACAREN CHABY AT F
PARE -
Ty RE £ ¥ ¢ Fe (chromaturia) #Eﬁj(fﬂiﬁ CHEBAE S ARR CTRE A G R
BRSSPI B R TERRE TR TR TR TH NI M A H
Pite i g~ FRE AL e
AEABBEFEEF IV EA R RERR G HE L TR B (EWRR T S
di i (metrorrhagia) ~ P& & s AT FEFF AR i"‘ﬁ’\ s MBHaRe s+ 7 I S BE sy~ B

>‘L\

T

N e
LEX s A IEELGE R e iR s RN B e n el s e s UM R MR R s v e~ 8 BRI
Bofb e s FEE s AN S iR G ER A FEA R R R AR AR AL
P B o~ CFRER BTN~ R s R R S R s BRSTR R R R PR PR e
R RS “‘“}-%ﬂ SR E S e AR LIRS B vl SPERE LR el e s
R 4 (RS vl

R £ R Tﬂ}%ﬁ Fobtl s R~ AF AR AR s A AR BEAR L AR
P R~ lems LK AR ek o (livedo reticularis) ~ R EF - PRPR ¥ FIOKE S Ana s RATR
PEATF e~ 2 AR WU~ b e R F S B~ FpAR C ARk REA R L A FRE -
8

T



AR SAREF A AR AR SR AR ARG AR LB AR FARY ARG
A S LT A }]%% ~ BRI~ JEIRIGTE (circulatory collapse) -~ ER AR 2 A s R E &
BPE S FLBER S HT KA B8~ FER N~ §#R % (Raynaud’s phenomenon) ~ fRi ~ i R EE %L
_“_a}_};llj:,\. SRR o

62 ¥ 15 msk

"1 5 i e Al pramipexolefk AE P A R (54 R UF o ARFA MR CREY o

Flaiip F Rid AT 2 RESpFEF 0 A - TR RGP EFAF A MBS E T RN G
HEFHRHGEF P> B Hrd 4 FRB- AL 5T FR AT (1) FEkERR - (2) @45 > &
(3) %i?pramipexolei:rjﬂ]ﬁﬂﬂ% B 45 B o 2 MedDRAE # i #-4p 1742 3| e E 2 Eﬁ?éﬁfv\ b0 Rl £) T
B RFELCRAFHRER (2 RFE)  FE REERES R 2R (77 ) SR K
& RIE (?#‘éi’%"ﬁf“&i/ﬁ‘fi) CERMH A (PHESRES - RUBIREEREIE) CEEREY (2
A B 2 tE 0w 2 45 B (hypersexuality) ) - II%EL F*F‘ BB BB Rl R e o

FEEAFV B A EFRI T A & Bt E B Fpramipexole & £ @ 22 H fie 2 > F]pt A 4 MIRAPEX PR
¥

FE e B e i oW ) pramipexolest & fie > i F AL o

%] 5 pramipexole s § = HeRse » Flp § = vephgaml (bl4e o bk 5 % 4 [phenothiazines - butyrophenones -
thioxanthenes] 2 metoclopramide ) ¥ #: " < MIRAPEX PR4& #| tiiffs »% o
72 FH /R R I (€
Pramipexole? 3 5% % W pl2 B ji © foeha 3 (6% 5 fo o
8. By EHSR T
8.1 m&
mZ #e C
WAL RGET LEHRBENEEFAT c AT N hEARERSIHT L GRE 0 17 LRI DT R
* MIRAPEX PR -
SR B B R £ pramipexolesi B> 3£ e 4 £ FI25mg /2 /AR (5 rimg/mb 2 4
Wb+ 2 HAE MRED]AS 8 ) #tdedl o 5 BF 4 SWF (B2 HT1163) - %3 1% R1Smg/ 27 /=
| § chpramipexole > § F LIS E R ATHE 2 FHF o R ¢ L AP S B W TG fE (AUC) G A AER
* MRHDPF 2 AUCHM & » — 433 5 ip 4 3 IR % Flpramipexole & § *# M85 jir & (prolactin) enf® % #73k » F] 3
Witk s A REFR L AEFDRE HF (AL S MJ@ ) o AR BBEFEY ARSRE LR H
15 gz raih A s F P R i E 3R pramipexole R v A o B ARPFLEARELFIEFIOmME, 27,/
% 4| £ 2 pramipexole (s I‘AUC 5 AR * MRHDPF 77012 ) » %f}iﬁft" FIRELPLABE T B G A RAEH o B
fﬂ@ﬁﬁ%ﬁ AEREIAPFRL05mg,/ 2T,/ % (HEumg/m’ 5 ESMRHDHE ) & { 3 #5055

LR HFLR A (et £ R ded] o
8.3 Ak 2 fLehR i
€% H - RPsty fikie o) BT AT 0 B8 LA TG A Y kAR - PR s Y R R
#3167 o

7 BT pramipexole § #r#] A KT £ F 2 58 R chA i .

Poaa A H B T AR e FIAF S E A0 6 KA S A0 > @ ¥ pramipexole Brf 5t B 52
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T sl g et LF 5o Ft R e RS ER A RSE R (8 AT P gAY
84 Higg 2 i

# A 3% MIRAPEX PR& A & 523 Jp R ¢ * enB e de 4 F 0~ & 2o e

ﬁf\:
S
o

85 pkELA2Z B

d %?pramipexoleﬁﬂ?"?ﬁi%‘f FEFEEAFTHLT S M %M pramipexole 655k 11 ¢ ﬁ T JRIA ‘f L R
FAETH R K30% 0 FIt R X RS 8S PRERH 12 B o A B0 E g B F AT 1T X AR
MIRAPEX PR4: & T 385 » 2 259 & % ;iﬁ—%‘ v 5 47%:hE # =65 o fdk X MIRAPEX PRz | e Fé« LA
EEARFDNRCLR R > ZOSR DL EE G 13% N o <65k R E2% -

8.6 TH ik L HL

Pramipexole i ‘fB’» AR A F Mo R T R hpramipexole; i“/T‘ I FEGd TR “f erpramipexole
F2EF L o

9. FHET HER

9.1 EHIFF

Pramipexolezt-¢ #]4 F o

92 FT B AR

Pramipexole# 4 frfs e & BT AAMOBELREY A XA SRR > R Ap FHES ek B
Al # > pramipexole g’ g‘fﬁ IR - A

10. ¥HEE

RFEFESBLOWRE LK - PR FEETRAER? 211 mg /% SHHIE @ ¥ pramipexoled X o H g B

T eI 21003 1207 A 4E o @,ﬂa*w H4cp Ment s 2 2% 24p2 o

PR REE Y EfER HT Y o F NI ARA G ATk o 7 & ¥ phenothiazine & # # butyrophenone

FMA B REFEFE R LEREFF RN EELFBE 2L T Dy ANETR o FHFEEILT 0 F

BRFRE - B R RT %4‘\%]/1 ST RE R -

11. %@

MIRAPEX PRé4z#| 7 F pramipexole > i — f82t-% 4 & 5 = <3 »c#| - Pramipexole dihydrochloridesit & & 4L %

(S)-2-amino-4,5,6,7-tetrahydro-6- (propylamino) benzothiazole dihydrochloride monohydrate » * & 9 % ;% &

CI0H17N3 S - 2HCl - H20 » # + £ A 302.26 -

O F

Pramipexole dihydrochloride 5 6 ¢ X § v ¢ # % » $£296°C1 301°C™ ¥ 3 i* 22 & f% - Pramipexole dihydrochloride

ok A R R ALE20% 0 AT Y X X8% e B¢ X K05% AT 2 A3 & ¥ % (dichloromethane) o

MIRAPEX PRt JR4& | 7 7 0.375 mg~0.75 mg~ 1.5 mg~3 mge 4.5 mgeh= & & i* 4+ ¥ -Kpramipexole( pramipexole

dihydrochloride monohydrate) - 2t fd & & @ 5253 @ G w4 (hypromellose) ~ X ki ~ + A H TR E 4

( carbomer homopolymer) ~ = % f“# ;3 %% (colloidal silicon dioxide ) #2# "3 fc4% (magnesium stearate )

12. fon ¥R Y

121 fe* 4]

Pramipexole 25 & & 4§ 5 = "=eiosad| > LM P HD2L % S C et L EF P HE - o T 2 2ap &

A HD3X R LA hR &4 D28 D4L )] o

Pramipexole* *tisf t & A g awatr (T4 84 A v & R k8 (striatum) # 20 % 7 s Mg

Er Mot em T REE P LA RTFIE S DA TLF Y T o pramipexole® FFd E it RS 2T
10



% (substantia nigra) (% 54 (Sinre WiFELT RRA IR ) P 2 5 7 R Ml BB ROk M TR E
(neuronal firing rates ) ° D3 f e & 8ok A X p M B4 p 5 3 P o

122 ¥k

160 &Gt B ih b M p R R K R (7 - 9E Tk % 0 14 E G pramipexole¥t s T BIQT R [§ @2 8 o 91§ ek
ﬁﬁbiﬁi—%—iQWﬁ@MRMTXWK%m%’Awgg%ﬂﬂ mg,ii_%gw§22mg3
45mg - &% ¥ k5 MMIRAPEX PREQTR [ L35t T r st MR A B £ T Ml
P F TR =R 2 2 o Pramipexole § F1E 4 2 3 (5% (Bilde o %i?mmetldme) SRS ARE AR
BREEBE RPN RLE - B ARG S - FRHQTCR [ P B o

123 FH64 &

£ 3¢ 22| 4] pramipexole4z &) - % » MIRAPEX PRé&H & B iRk L2 FFP 0 MR EL &4 FHFe - 2
JR* — =t 2. MIRAPEX PRé&z 3| 7% M 8 *c chpramipexole®? — % {# * = = 2_ i o3| 7| pramipexoledz F| ¥ A 4 4p

0y
> kg
jra

=
-‘?}\\7
A
19
)
=
v

“

5

E=t
F_‘-
i
=

% P g+ 22 | pramipexoles ik & (Cmax + Cmin)

K2 ¢

Pramipexoles % $+ 2 487 * F 4z §90% » &7 = je 2 2 » ¥ W FTR ™ H % (presystemic metabolism ) i< o
T JR0.375 mg % 4.5 mg MIRAPEX 4z #|2_ {5 > (1)pramipexolesiz £ 43 & & £ € &2 &) & 4L |3 4v o (2)MIRAPEX
GHTRET FSAP > HEI2PRERFEOEURE

A0 g o 3] 4ed] 0 MIRAPEX & A hip$2 17 % 51 5100% B0 ¥ chp Ry eimani Ay @ o
- X JR* - = OMIRAPEX 42 4] (4.5 mg) - #24-] PP B éhCmax 2 AUC g ¥ - X R = = had ] A
pramipexole4: & (1.5 mg,/ = ) & ¥4 H4p % £ - MIRAPEX&: AL Pl B JE B cnT 30 5 6] FF o pIOS %
AR IR > B G- e r pb (T % ) > MIRAPEX4 A (hAUCH % 8258 > {2 CmaxH 4c + 520% >
Tmax |2t & < X2/ P> Rizd X B 2 E gk Ap R 1+ o

AN

Pramipexolesie F‘«A\ TR HH 955000 (% £ ¥k[coefficient of variation > CV]=20%) > * 573 15%
PR ITR TR

Pramipexole § 4 # I lrd IRiwie p o 15 F d Ao B ch e & (erythrocyte-to-plasma ratio) %) 5 2% 7% o

s

k" £ (<10%) epramipexolest ik o J\ RARR Y XA IIERE GRS RS

#

Pramipexole i & 5 d Jg i # ‘f PN T SRR R AR AR 90% 0 A T BT R R R DR EL A
Pramipexole % % ’Pilf #F 5400 mL,/ &4 (CV=25%) *» YR FT | RgBEF % = & - F » pramipexole™

Ed B g AR S FEG R EE LA .
BRAEHL Fpb S
%] & MIRAPEX PREF| R i B A f L i@ % MM R - #1345 Tk of X L5 0i5h 8 AR > PUEREIL L o o o Ao
WHEOAFEFT RN ME AR EE . T L FRpramipexoleif iR A 4 < IR Ft e
Fid RIERTHELFOpLALENE -
ERY
N r”pramlpexole«)i Kf FHORT HEM30% > LR L4 E LR AR o Pramipexole & § 282 % M 0 jﬁl{,C Pt R
praid o
i
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AR T B B 0 e R R (<40 ) » &L (=655K) mpramlpexole,%“f F X M30% 0 A R ET A
SEHGEER TSR T pramlpexole,F /T‘ BEHa (1 ﬂ’bm[ﬁT—i‘f % f—{é_) AR B o
44
&% AR %58 MIRAPEX&#0.375mg# 1.5mg2 i5 » P & % #hCmaxit v 64 § 7 940~50% » AUCR] & P &
A% R ZESHER B TR
el -
Wk FERE 3 K $fpramipexolez F b 4 FH G 0 B o T 5 S RN DES G5 90% 5 F R
3] o #F i 3 $pramipexoleshif 4 fi i A F R 5 -
BEEl
RO REE G R ERTH AR K (ﬂ’bﬁ‘&ﬁT—i“T FHE20mL,/ 4 48 ) ek Ao "‘Jpramlpexole/%‘f ¥
HUERTS% ¢ R T LA (mmw¢ﬁﬁqimmm/af)ﬂ 90 60% - & AR 2 TH A LAY
pramipexoleif-*f 5 & L fF L S8 G B R ARRZ o B E 57 0F 5 pramipexoleiity ST AL R S0IF
B F]F o
B T IER
FEEAFV R FAEFRII T A & P E M Fpramipexole & £ @ 22 H fie 2 > F]pt F A 4 MIRAPEX PR
BHEFEWMNE B BFESH LT (T % o 0T T (v TR %k p #2283 pramipexoledi F| o
+ 1t £ = (Carbidopa) % # = (levodopa) - fitk ep )ﬁﬁx;é?‘f (N=10) »+ 5= /2572 g%
pramipexole: % 4+ §: 4 5 |2 J7 o Pramipexole? § :x®+ 1t 5= /2 5 ¥ dwifz (AUC) £ 5 » wv g =
= iCmax 3 4v ¥40% > Tmax P j£2.5-] Elfv‘{ﬁf_r—:; 0.5/] P o
Selegiline - &it B e B 3K (N=11) - selegiline € % Fpramipexoles - #> 4 £ {4 7 «

g
AN 'mh;!*?

Amantadine - ¥ E 4 § L 75 7 > amantadine® | ty'E M T FRpramlpexolem,Pi‘f & oo
Cimetidine - cimetidine ¢ %5 d 5 3+ & %‘] JoRr ]G ee %) F P R IE ¥ cimetidine ¢ # pramipexole AUC
3 4050% > X FHH 4rd40% (N=12) -
Probenecid - probenecid ¢ 5 d £ 3+ @ﬁs?] gosidrdl G PR AT F e i iT* o probenecid 7 € P AT B ST
pramipexole 4= & 4 H {2 F - (N=12)
B TR W E EEER R ol o B S BT 8k ‘?fu;ﬁi‘*,? en# $ ( »|4ocimetidine ~
ranitidine ~ diltiazem ~ triamterene ~ verapamil ~ % 2 = [quinidine]¥? % % [quinine]) g i v PRpramipexolesfi “,f x
< X0 20% o T 5 d FAARS iFE K ‘,U,%’-Kf % 4+ (4o FF 72 74 [cephalosporins] ~ % £ & 4% ~ indomethacin -
& % % /v [hydrochlorothiazide]¢Z chlorpropamide ) ¥t PRpramipexoleij- “,f F B R T ] o
CYPR 7 /% m®% & 2 PASOFE % cndr 4 &l 72 R fg‘ipramipexolem, f_, » Tl A E N R
pramipexole3= 7 % i f¥ % cHp? A2 B2 5 o Pramipexole¥ CYPR% % CYP1A2 ~ CYP2C9 ~ CYP2C19 ~ CYP2E]l &
CYP3A435& r4] 1% o HCYP2D62. ¥ 15 * end BKiE (apparent Ki) 7 30uM > B fid * 2k &£ (4.5 mg
SR 2R s Bk AT o pramipexole¥t CYPRR & 7 & 4l v o
ﬁ:?‘l’f F AT H A F 2OpH i g
Prdsd B4R o B HIEEAI(N=6) ¢ & v PF»pramlpexolem,%"“f K K8 M25% e H2-FE %% (N=5)
#| (anticholinergics) (N=27) - propulsive (N=7) £ % 3 §[f #r41#% (N=16) %} © FRpramipexole; iVT‘
F R BT i o] o
PR E K
Biﬁﬁﬁ‘ﬁﬁ%ﬁ 2x 4R
¢ B Bl < BLE (T 5 P A & dhpramipexole R LT 7 o #-pramipexolei 4 > S5 P ks R (E&BAHEIOmg
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g /3 (%‘J‘ng/mzjé B X OEik<ZHAMAE [MRHD > - % = X 1.5mg]«108% ) » & t+_;’f]t v
ARSFBAARENE8mg,/ T X o T HEATA S 5]§AUC"< Hv i A4 g * MRHDPF 2. AUC#H
128 o higd fiddr o BB E 2 FOAPHEHF

t8 o (oA 4R R % [reverse mutation] V79/HGPRTZ$W¢JT€ ~CHOMm® ? e & Mwd ) 228 () 8k
+%[micronucleus] ) =% {* ¥ ¢ - pramipexole}57 E & RN L L N

WA RGBS FT P 0 25mg,/ 2T /% A dpramipexole (M mg,/m’ 5 B > & 4 L MRHDeS® ) 7 af £ 4
B BardlF oo il (7% 220 Y iR RSN M FIARI R S REFRE RS PIRE e

»7‘2

SF % e

132 #4488 /+§28
S B PRLE §
B 3% ¥ & chpramipexole R B LA § ¢ 0 BT b A SR TR R (K vl iid b g i
2) o b 28 8mg, T % AR (& ]\AUCA\ AR g 2t - % =2 X 1.5mg2 MRHD % 4 #8 %7 & 4 2. AUC&2.5
BI1258) ddede > S FRA AN FTOX P T REDE SR E M o &F ¢+ E4% 2 pramipexole (2 8mg,”
DTSR ) AR2E SRR > X AF ARG > AP RO R A B B R s R e e
Pk IR A o
AT 0 fd b X B > pramipexole® " (AR AF AR 92 41k B % im#z (photoreceptor rod cells) # 3 (2t
HE PP ITY R G M) F A o Ao R 9 A RARL2S mg/ 2T, (Umg/m’
LEPE S X5 BB AR R 541 ) pramipexolel s 2 4F R L (100 lux) 131k 2 » ¥ BB IR kL wmre
Wit g REBARRAE L LR ER (500 lux) G F < BAIAF L P IRG o F o B EE
Bl edR e i ¥t pramipexole 82 Sk S eph 3 1T % 3 LA o
51203~ 2810mg,/ 27 /% & E (mg,/m’ 5 BpF > 265 5 F Rk R 03228111 ) Aoz b L4
Hend ERBHUFT? o TAF A ENAEL o 85 EF01-05820mg,/ 27 /% #E (Mmg,/m’ L EpF
Bl 5 % TRk AR 0.4~ 2.2828.61% ) dhpramipexolers 121 ¥ 0 11 E B infE03~ 18 5mg,/ T % Al
£ cfpramipexole; fr 133 PF > 35 A BARL R BT TP g1 o
AN T AAME S PREEBMY AR > EARLR FEEV R LA - A b et ey ald (5
A4z 2] #[disk shedding] ) % T3 o
o) BT [ A (e A (Fibro-osseous Proliferative Lesions )
WECTHB ES P > £203-20810 mg/ 27 % HE (tmg/mP L B A ul i BB Tk AR 90322
BULR ) i 24 15 > ) BUR A engh [ 4 phm g 4 S 4 o &k B 3% F pramipexoleis f 2 ] BL& 2
R Al n] g3 2R AT sl o L A A OE RS WP o
14. TR5 #%
Tk Ep b BT (FEARPAFEE123D) 2 S PR AP L F g L5 &7 03 T EHA B FF -
VLKA~ 5P o hTRA R I5E T 0 MIRAPEX PREF ML &g & F iofresk o L&a MU A 2
ek ® o 3aritag g - £ 4 (Unified Parkinson’s Disease Rating Scale> UPDRS ) if % i & &% 4p 1% - UPDRS
BLAELE BINA S FF SBHD 0 g TR CEER (FIMA) ~ p ¥ ER (FIRVA) ~E@d s (FI
e ) BinkaE gr (FIVIRA) o
UPDRS % I8 4 ¢ Z13B &2 p ¥ F& 5 MO 3> A 80~ (%) 244 (Sped) » BA5d 5524 (&
B£) o UPDRSHIIZNA & 3 4B P » o 63PR & HUELF S RESUGR (blde & - E2 - B 0F
BE~ZTHIFELE) TRRERR  SEIMI RINERETS > RS ERF 1084 (BpE) -
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S g g
MIRAPEX PREGAI$ A § #2552 5 = i3 2 3 4ok 42 ¥ (Hoehn# Yahr I ) cif »efd » ¢ fom 5F
SEHA s R U A 3BT 7 e N TRk s Y R WAL o % R 45X MIRAPEX PREH - i oA
7| pramipexolegz | % Al i 4% % MIRAPEX PR&zH| i *o | 3] pramipexolede i B + i 4o M £ 355
0.375 mg,/ % M‘!;;;}%:E’mfrxw_ BRI BEPEN D > BB 145mg/ % AW AT R 2 5T v L i
B 7 L AL RN E 2 8 ki fFB (MAO-B) $r4|#| # 4  Fu*tig # £ amantadine ¥ # 4 i
N R iR e 1 R BRimE iR 5 AP0 % @A 1 MIRAPEX PRA A 15 183 5 UPDRS 5 II+III
SRS T E S S I
in 183 15 0 45 MIRAPEX PR&& A5 % (n=102) UPDRS % II+III3% A 2 4 fedz L gLen T304 B 5 814
% @A (n=50) Pl 5-5.14 > 3 ¥ LB L § S BF I (p<0.03) o % FH kg2 MIRAPEX PRz f2. 4 ]
£(14%) #3¢ (3%) S F#H% 2 5 7 JORFH 5 o ¥ 188 % - MIRAPEX PR S9H £ 53 mg /= -
%33 P5 > &4 MIRAPEX PREADSH 0 34 (n=213) > UPDRS # IFHIIIZR A 2 {14 4 $icT 3ofi ik o 2
L -8.64 & @A (n=103) B3 -3.84 o
% 1822333 p¥ » MIRAPEX PR&&A| chT 554 £ 4 23 mg /% o & B (b6 2 » % Fal e MIRAPEX PR&z#|
EBauF 228 (21%) #2155 (T%) R F &L =5 7 fE B3 g
4 % LMIRAPEX PR& | chf »cfd Tl & 82 A 3 u @ § #r £ B o 3% B oe§ 1 p5B (MAOB-I) $r| % Ed ~ ft
i ] & amantadine % F 4 5 s 0 2 KL Bl BB SR K 0L F ARITnF i o
AH g G X
MIRAPEX PR&F$ 5 * 2 5 = ik (S M) HMER# ks (52 ndf (M BTFI S22 ) 2 %
Proghplky (2 TH ) PFE B Hoehn2 Yahr $I-IVE ) 0 st > @ h- s e fh ~ NERF
AR 308 T (7 ] T RS ¢ B WA o £ 38 % MIRAPEX PR& ~ i *2 ) 4] pramipexole ) & %
Alic R o #% MIRAPEX PR&xA 2 i 2o 3| pramipexoledz o i 4 chi- 4pA £ 355 0375 mg /% > & 3450 7<
Bt R RN R EMS AL AR 345mg/ R o EFL26F aEY c AN S TR 2 2k
ATERL ST AE AR FoRRApths C APRTE GA > 1 MIRAPEX PR&A| iz 181F 12 UPDRS % 1I+1T
P2 g E T oL (R 1)
s 184E 14 » 45 MIRAPEX PR&& A5 % (n=161) UPDRS ¥ IHIIIZ% A 2 & e sop bk F ghec § -11.05 (1
D) o F AL (n=174) Bl 5-6.14 (p=0.0001) - % 18 » PPX ER% MM PR | T iof A g gk 52 ]
DR (R ) % FAERE S 14 B (p=0.0199)
%333 P 5 45 MIRAPEX PR&M i % (n=177) UPDRS ¥ II+IIZR A4 2 & #c% $ofi gk ghec §-11.14 (fei
) > & FHe (n=136) Pl :-6.84 (p=0.0135)
#1833 » MIRAPEX PREN| -t 325 | A £ 395 2.6 mg/% o B ISTPE > ARt S B o % ) 2 PPX
EREA G445 (3%) 2145 (11%) L35 715 7 %3 L Ra M5 =5 pAE - B £de -
(5 ARTMA) R E B G P g &g F4 (MAOB- - amantadines Fursik ) “Hi (3 chF A 450 o &
ABREIHF BN REFIRAERENLE -
15. &4 b~ A5k 2 257

Bios FHPE s 0370 T s d S BAG kB kBDG 2T Pl Fa AT @
gk BHLER 0T FLidd 7 ERFLRA - RNLG 2T P2 ey @
Wiah FEPEs 1.5 TR0 4 AL aM o BME G 2T P3T cFauG” @ -
Bios, FEPE R 3.0 T i 4 AL EH cmHT GG PLT o F a7 @ -
#ias BHEEEag 4.5 TR L9 AL mH o kHIawF P57 o Fazd” @
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16. 7%

WEHMB0CHT c WAERSHF RS - FERRAZE REFEOE 2 o

CaER AR SRR

17. * BFHP

ER %ﬁﬂﬁif@" JE* MIRAPEX PR&&G » ¥ 45— #EF > Gp ko r 87 - HARE 4R -

MIRAPEX PR&F ¥ 7 ML 87 & 4 — A2PR* o 3 N BB o g i 7} 4 ”‘T'«‘/ﬁi B » #-MIRAPEX PR&zH|¥7 & 3+ — 42K

AR A AR el (O 2l S

MIRAPEX PR4z | & JE BESE B PR » 7 7 Wl ~ RAREN 7 3 o

MIRAPEX PR 4z £ i# < #| 3 pramipexole4z & 73 & = 4 35 3 pramipexole o 3 & *7 7 fo PFIR* & 2 &) 4]

pramipexole2? MIRAPEX PR -

17.1 484 i %
«E«fr'}l% 2 > MIRAPEX PR&MH| ¥ it & 7 454 (8% » ¢ R E D F AR EFovade Fla ARG 7
BERECFAF LA AT S R AT R Y L% T £ 2|4 MIRAPEX PREM 3 ¢ PP il &2 /&

BEhrizm o GrR2ARTHETREG reibaEd o

?%%ﬁffflﬁ?%’?*’wri%‘ﬂ””ﬁwﬂ*ﬁ FFEFRR A 30 p ¥ B (bliodiE e s ) & mpEF ik

R RS F AL ;F PREAEFT LG R AEE o d MT R LG AR T o R

MIRAPEX PR¥Z H & 445 &) & 4 jF P ~ 4 2 & * 7 B 4v i ¥ pramipexoleik & % ( b|4rcimetidine) p* » 357

Pl o

172 rddypdlmp (F 80875 ) 2 op Lo 4 Re % 0 & * Mirapexp¥ » 5 &7 iv IR A R R Y
N El i R ER LT RUR KN R Dk ol FA N SE IR SEF A% IECR g i

173 =4

FREL O REVAEREL L A X EEESELFOF LR GFTREEDLE o

174 44 (A2 3]) me BE

id o oo JR MIRAPEX PRV v 50 2 0 (o2 3)) Me Bg - P AmEp e~ §i 0

<P EFEEK o R EER o BB AR P TR R B o FI o gp b R F e

EARE A A H B A Ak (8 0 R AR B 403 R MIRAPEX PRSP o

175 3

B AR S 4 % 2 FEiipramipexole L F L § RS 0 @ T A A Mgk T

B2 & RRE > prd gl o

17.6 4ksf & §bcha 2.

F] & pramipexole® iy &t FL 7 N o FAdE BT R AT A A S L wFa .

~

j

FEEREIRDE

#] 1% F1: Boehringer Ingelheim Pharma GmbH& Co. KG

Binger Strasse 173, 55216 Ingelheim am Rhein, Germany (& K )
RhFT EE G A

Boehringer Ingelheim International GmbH

Ingelheim am Rhein, Germany (4% B )
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