512%869¢2

§12%8592

#%20204F 1 HekET (B8171))
#*2019% 1 HEkET

BT R ERET
(S FHEARR | A% 1 FR o fd AR
WICHERT A &,

N—% 2y = X LR A% &

15

HARER R HHES
871169
EC&#EL100 B &#EL250
5/22100AMX01323|22100AMX01324
B ffi I #2009 9H | 200949 AH
Bk 75 B9 38 200949 A | 2009%9 A

27 Ifl\jlb:;:m a%L100
K2AFN Ao e L2550
NEODOPASTON® COMBINATION TABLETS
LA RIS - ALY RISKHIYIEE

R - EIEONSEIC & ERTHTE

[B£2] (ROEZICIFIZS LRV &)
1 .FAZBARNEOEE [IRELFEEZET L. ERIEL
THEBZNAH D, |

2 KA ORI UIRBUEDBHERED & % &

M B - M K]
1.4 B
1 S ICZENZNIROR T %2 &R
R 58 4 BRI IR
LR (HR) R EDE AR
T 100mg BEtLo—2, BERS,
RATNANY | el oki (BIR) | 277U VB 7259 4
Ec&EEL100
10.8mg
(#E/KH & L T10mg)
LARRS(HRE)
T 250mg
RARNARY S
et 250 HVER K (BR)
27mg
(487K & LT 25mg)
2 BIFI DMK
A B w3
R 7e % |l B &8 | k&S B HS H:I—F‘

(mm) | (mm) (mg)

. MNKY,
writapy | Y D == SANKYO

DFiE |HTHE

EafLI00 |, 12.8(Ef%) 338
ELIN] 72 3.4 | #9220

AR ’fg?ﬁ _— D =m0

BRI (o) |IBEE o [ gg | Y
; 82| T "

(% & -+ %= Rl
IN—F ) R IS—F 2 UNEIREE

AR & - H ]

LR R/INRERFAZS ¢
BEBRANIFL, LA RSEELT 1 E100~125mg. 1 H
100~300mgiE O 5 L DIZ U, BHXIRHICL A ’3&
ELT100~125mgsi iR L. mEHESELEOMRR (IR
FERFRIZLARRREELT 1 [|200~250mg. 1 H3[E) &9 %,
BB ERICKDBEEEMT 25, LAREBELTLH
1500mg #2722 & EF B,

LR R/NEEIRRFAES
BERACH L, LA RSHEIRBAORAZ, P ed
SHHDERE BT, S5, LARY ] HiREOK1/58
WCHST A LA RNNEZEZE LCHOEEZZH, 1 H3[O
A TROKSGT 5, Dig. AERIC & 0 EEIER L CRE
BEB2EDOMRR (FEMFEILATSEELT 1 E200
~250mg. 1 H3[E)&ET 545, LARRSEELT 1 H1500mg
EHEITNWIEET B,

f

REHE -1-

(BE) BRI AKRSE—EBER
1. URRIVRIRAEZE
IE1%E 1H1~3%5LVIIUD, BHXEEHIC
FARNZANY | 1 GEsi B L, REEZEOMBR(EE 1 [ 2 5,
EeBEEL100 |1 H3[E) &9 5, SERICK D EEIERT 547 1 H158E
EHBRIBTWIE,
TE12% 1H12%~18 &0 O BH
IFRNANY X BH 1A HE L, REBZ EOHRKE

G250 [(FZ¥; 1 18 1H3ME)ET 5, ERICKVEE
HHT A, 1 H6sERBARWI L,
2 .U RNEIRRAESE
VAR SEREFORAR, L ed RHOMEL
BLTrs, 1 HEREONI/SEBICHYET AL A RN
XARNZANY | BEERL LTHEER &, 1 H3EICAER5T %,
EafEL100 (M. ERICEVEEER L TREEZEDHERE
(e 128k 1H3ME)ET 2, 1 HISHEZBA
BLZE,
VAR PNBERBFORER, Pa< e SKREOMEZE
BLuThs, 1 BEREONI/SEICHYT AL A RN
XARNZANY | BEERE LTHEER &, 1 H3EICAERET %,
FeafEl250 (M. ERICLVEEEB L TREEZ EDHERE
(fE¥; 1|18 1H3M@)&T5, 1HO6GEZHA
BWZE,

f#F B £ o i E]

1 EERS (ROEBEICIFEERICRETDT L)

(1 FXIBREEODH 2 BE BWERORASEINT 2BEN1
BH5, ]

(2)BEE. +oKBEED0H»BENZIZOREROD %
BEERPENT 2BENFH 5, ]

(3 )V ERREE MEED ERZFEHRL, A2 ¥ ) VRER
EHAIELEOHENH D, |

(4)BEELRD - EE, SEZHMEXIIHNFWRIERDDH S
BENERVE(NT HBENDTD 5, ]

(5)eMmlmAaARNEOBEIRELF 2RI L, ERD
BLT52BZNHFH 5. ]

(6)BEMER 2 ERHERD D 5 BEEMERIELT S
BENDDH 5. |

2 EEREAER

(1) AEBARANEBEOBZNOH55EE1E. BAKRED LV
IREREZITO ZENEE L,

(2)BRICLUR RNNBEFREFIDRSZZ(FITVREBIIRLT
KEIZH/E5THBEICIE. VIKNRNORA®RMGL D
SHRDERE BV T H6AAEZRET S &, 72720,
ZFOMOFIS—F >V VEIOBRS 2 HIET ABEIZ L,

(3) VA RNEEMAOHREGEZZ T TVRVLEFIINLT
FEIZHRET A5 ICIVEPSHB L. BEE2 I
fTw, HEEICHREZTHEIT S &,

(4)REB&SE | LA RSEFIOERKSICED, kOS> %
REDHS5DONBEENHHDT, B ZMBEZITH &,
1 )wearing off (up and down)B R H &b iziFEIC

. 1 HREOHFENTHRSREZELTEONE %
F52&,



2)on and off IMEHNDH 5 bNI-HEICIE., HBEEOHE
XIEREZTH, ERELICELTIE, 2ot
FN—=F 2V VRIOHRAFEONEEZITH T &,
(5)EIJkD A VW ZEFRMEER, HIR, FAHREROCERS -
B  REBESOBETRPEISZZEPHSHDT,
ARG RO BEICIEEBEOERLSERZ LS HHo
BIEICIIREESE LWL FEET A &,

#(6)bLFY VIEMIESEBRE ) 7 I VIBLEEEEEAR) &
OBFHICEE LTI, HFATMCRTELFY) VERESD
IIXEE2SRT L L,

#%(7)UAR RISUE RS UZBBREHEOKREICEID. RH
BT (8 AROAEVE O BRBEE OSSR R 2R 2 <1
LRPDLET, FHRNICF Yy > 72D IEIIRE).,
RIHEARTTE. EMEE. BRSOEHHERES HE
SNTWVWD, /2. LERRREBREISNBHEICBOT,
FHHHIFEEEICMATLULAR RN ZLEEBRZBIATRD S
RS VEAEIREBERREIRESNTWVWS, BERD
RIEZICINSDOFERICOVWTHE L, IS OFERS
FHIWLUEEIE, BEX &S 2HIET 574 K H#) 4

WBZ1TH T &
3 .tBEfEA
HAZRE (HAICEETS L)
FRIBE ERRIER - SEESE #F - BIRET
LEILEVEE | RAR IV PEAD | MAO RS 2ED

L. ARIOERDP SETS—Fry Y
WE8 T % B ZFNAERETELLSES,

FThIRFIY

H5
MR TH MmEFETROERBRFIEANHETH S
AFIVRIOKFIY, | % SRS B 2 & AN\ AN LARR I E
PRDIAN H5 ERIERPH 570
i T A 5 EEZSNTVA,
PUETRE AEIOER PR CNSDFEFIZLD
TI)FTIVRER [T HENDB. | RIS VZERY
(ranSavyy) RSN B,
VAR VEINZS i
(NaRYR—)L5)
Z DAth
(RoAYO %)
fOFN—F VA [ EEEREROBIER | HERICKOL AR RSO

fiay VAl AT 5 2 &P RIREIMCOLEAS
TIVIYNEBE. | H B, A5, RIS fe e
TUEI)TF VAV FRORIEAPERS
3 N5 EeEdbdH 5.
NVIDAZBFERE | AF OER % E | InsDFEANCEKD,
ATUFEBIES | TABENDH B, RISV BEEEAEE
I HUREED D B
IAVACANDR =1 3 =BV N KX (3= b s CEAVAVARAND IV (=413 =00
THEBEND DD, |[BMEEICHHRIIY
LSy —%7Tavy
TH N DS,
A REIOERADEETT F L — b2ERL,
TEBEND DD, | AR ORINPED T
BLEOHREN DS,
AYZTFIR AEOERDP R HEFIEAHETH S
TEBENS DD, D AVZTIRIC
BNVAY N
MWHESINSEEZZ
5NTWVW5,

LA RSo I Hrg
EMET L. K|

FIVE RSO IR A
[HESNhAZ &Ik

DIERPEETTT 5D, LARRDINH
BENDH 5B, BEMETNLZED
WEDNDH D,

4 B (RIHICIBHENEH CE R VWEIFRESE 2 & 5. )

HAEBS,6100 R EIMERH A& S iz 0 ik, 1,33141
(23.73%) T, #D 5> E5F 2B DIFEL(5.56%) . BHRAIR
(3.30%) Mg 1:(2.30%) % o B 5 A K K OV A B = E B

(6.17%) « FEATHARINE (0.94%) TH > 7.
(FRAREERZOBIERAO E & (ZD59) V)

(1)EXIGEWER

1 )Syndrome malin(AEARH) : S#2BEXXII®RE
FIEIC & D, BE. BRRE. SEOMBEE. AEE
EE), T a v REBENHSDONDEZENHBHD T,
ZO LS EHITE. BRES. MR L. (RSEH. KT
REEY R MBEZTS 2 &,

2 )EBE (HEARH) . IR GHEARE). #152(0.55%) :
$EEL. KB, M558 HobhB T ENHBHDT,
ZD XA RRERAH 5 b= BEIIZFE L IIRET 5
e EHEY) B EITH Z L.

3)BEE - TEBSEDE(L(0.05%) : BEE -+
BBBEEOBEDSHS5bNEZENDHHDT, DK
I RFERDH S bNIZHHFICITES G EZFIEL.
W R MEZITH &,

4)AMEEMMGEEARR), MRS GEEAR) @ A1
HEM., MUV RHSEDNE I EDDH 5D T,
ERIC MEHRE 2 EET 5 % EBEL2 21270,
BENBDOSNEEICEKRE 2RI L, #RAE
2752 &,

5 ) ZRFMBRR (BEAEAH) | kD 2 WERNERYS H 5
DBNBZENHBZDT. TOXIHRIBEICIE. BE.
RE I B ERIEFEOHEY ZABE2TO L ([EER
EANEE|O(5)IESR),

6 ) EIEMBARNIE GEEAH) © R IRE LA 20> %
IBARNEZEC T EAHHDOT. BRH. IE. Fem.
. RSSO NI, B5%2HIEL,
EHIHEZNBEITS T &,

(2)Z0tmDEIER
1 %I E[0.1~ 1 %Ki 0.1%K% | SBEEAER
BHERR AR (A% AR R
E@JE”\ %ﬁ@’g@l)‘ ﬁ%?ﬁg@%iﬁl)\ ;ﬁﬂ/ﬂ%@&l)‘
RER BITRREED RROERE | \ROERTE,
R, W, |LUHR RV HERE
LN TEREE
BRI -
iyl
HEEF
JEEEE  |ED.  |FEERIEEREK. R0,
MG, | BEERASHLRR, | IE S
AR, IR, ™R O,
k=N T ANEES
[
JBFRES PEREH
m =2 BRI BRI A
=gl
IEBURET 2 EiS S
fEiRes R R, | REZHR mE 7
DETUE MEET
iR RERYE
BF BEE3) AST(GOT) L&, |LDH_ES.
ALT(GPT) LR |ALPLE&H
B E ¥#HE, BUNER
ZDfth DT, |BRE. EHE,|HAE,
T HE i 0 & | (KEFD.
(R % OEN
R - F -
IR E%0
A (2E%),
HiDNA¥i{k
171N
Y — L ARER
DR
1) EEXIIMRET 22 ST 2B EITS 2 &,
E2)H/E5E2HIET S L,

I 3) BEHITEMIICHFHREEREZITS CEMVEF L,

5 . BmENDKRS

AL, KRR, SJE. MFEEFEORER S 5bhsBEh
BHBHOTERT S L. [—RICEEHE TIXEHEKREY
ETRLTW3, ]



6 .11, ER. HERENDRS

(1)ERIIFIR L TV AR D H B NI IFRE L
ZENEF LV, [BWMER(TYF) CHAFEEIRE
EhTwns, ]

(2)BAFOBAICIIBE LW EAEE LW, [HItoum
PIESNEBENDDH S, £/, BWER(S Y M) T
VAR RNNOANBITVPHONT WS, ]

7 ERRERRICRITRE
Zha LYYy RFE RN LOBERT — I & BREE T
& 7 b URRIGOMEBEIC R BIGE N D S,

8 EERS
AAIOBEBHRSICED ., BEE S AEEES. Bl AR,
FNICES. B, REIREPEZ2BENWDPH 5. 2D
KOG EITIE. RSP OERELBIR L2 5 BUERSE
DY B ZTH T &,

9 . BALDEE
BRI PTPEEOHEAIIPTPY — b2 SEIDH LT
RET 25L& 53EHT B &, (PTPY— FOBEAICKD, T
WHIATASEEREAR A L, BICRELEB L THE
AREOEELAMELZMHRT LI EPRESNATWVS, )

10. ZDMhDEE

()HFR=F >V HZ Tz ) FT7IVREEY. LELE Y

RS X B O EEEOANERES GEFRME D AF 2T 7)
EEEBERLEZV, BEICE->TIEZIO LD ek EHE
PSS E 228D D,

(2)BEHEEEIRB L EOHRENDH S,

(3)BEABICED LA RSORNASET T 5 EOWETFDH 5.

(& ) &l )
1 .MmoRE2 )
N—F 2 VIREBE 3N A RSA b 2 250mg KR LA RV
BB (1,000mg) 2R O%E LR, R|iilrp B SEE (5%
1 ~ 2 B5MEME) 1E RRIOML LR RSB G AR 4 50
EEERL. 55 BHZL EBEBESERINTLS,
—%. I RS VEEIEN/BIETLTEY. RPAEN=
) VB (HVA) O FEitBIEE RIS LT w5,
2 BERPRES Y
IS—F 2V UREBE 3HNR A B8R R 2 250mg KL AR RS
BIE(1,000mg) 2RO G Lz & 2O/ R8I VEEE
TROWML . #5454 2 B E TlEHIILE R OKIpRIC & 5
ZLZHS P TRADP 5 72A, RO R8I VBEE ALY
FOKFIOEE DA 4 KR S FRICEHEZ R LTV 5,

N—FVVUREE 647 1 B (CBIFRMP R/ - RS VRE

ng/mL ng/mL
1000+
A A
LN i
k K
L R RISR Y 2
bl 250mg S
. :
1 = 50
500 i 50
1000 TR mg
A mg 250mg “
Some ‘ e 2
1 2 3 4 5 1 2 3 4 5
P G- et ) (hr) P G- ekt g ] (hr)
N—F VYV VREEICBII2EEP RINZVEE
ng/mL

50 o—e 7 F/¥A k¥ 250mg

,,,,,, LR RIS 1,000mg

1 2 3 4
Fe 3 BRI (hr)

(BZ : 89)

1.9
F v MTHILE KSR (25mg/kg) BEREN# 5305314 12 14C
TR L AR R2%(50mg/kg) 2FOKSE L. %5305, 1. 3.
6 U4ARERIRIC, B - AF - B - R ORETREIEME A RIE L7z
FER, BEBMAO LA F/CEEIE, LA FRBEMREICHA
FLL ERL, BICOMPEEO Y — 2 EI3RES 3 BEBIORS N,
6 R CIRNIOBORBELZRL TN S,

2 .48 #5)
REHEIE S LTld, AILE R2SKIIE OB D LA B30
BiR g IS IEl S b 7280 COMTIZ & 53-O-X F )L K%
ERETREN=ZY VEBEHVA) ERB2RPEE LTV,

3.8 Mt
5w MTHILE R2SKHY 5 mg/kglEEMN #5305 1812 14C
T LR R850mg/kg 2 O 5 L. 48K5fH% £ TORP KD
P RBY ORETREEEE 2 JIE U 2HR, RP69%. 3 7 %
ERFFIIRPICHRt S B Z EMRENT WS,

(B8 FR B ]

1 . — BRI ERRLIE S ™)
AEIO—MRERRERIZ, S—F 2V VR, S—F 0V VIEBRR
EXRE LT 220i5%. FERI2356112 D W\ THERE S h - KR,
BELL E19761(83.8%) &g S ENSBELNI. F/on
N=F 2V VRO 3 KRIERTH 2 RE. FHEEROES - EH)
R 2HREBERITZNF N, 77%(111/143), 75.4%
(126/167). 66.7%(102/153) /R L. ZOfDFERICH LT
BH65~80% DTty L7 EBERDIRD 5Nz,

T LA RN ERICHIET 2 HANZH Pon and off HARIC
HLUT, RBEEICZVLZBHIEICED, 2N DERDOED
KO EEOK N OMEMDIFRD 5z,

AHIOEE L. FIEAEEE LT, BRI LR R SEBREIF THER:
SNTVBEETIEEEAA F/VZ b r600mg/H. LK R
REHEE TIEADRMNERE (4 K/YZ + > 100~300mg/H)
I & D HER R (PR E R A RS b 2650mg/H) &3 5 A,
BEHEEBEBA 1 ~375H(CEE10.67 H)TH o720

2 “EERtEEERs)
27HERR 117BIDIS—F 2 VIRE VIS —F > VIEEREERE
BRRE L. KA E LA RS E O HBSHRRE ST b 72 kR,
LARSOFAEZLI/SICEELTHAICHMS T, RKEMH
WEE, MEZEE. EHEOVWIT L., MEBICHNERIC
FS-TEY., FEOFHEFHERSI NIz,

(B % Z 3

1 . {EREF

(1) URRINE S=F 2V VROREEIRICEE 2 E#EE2ET
EWwbnd IR VORTEYIE T, MK - MBI % @i L
BPICELD CFEN, FSTRASI VICERSNTEREERZ
FEL, N—F UV UIRRUIS—F Y UREBERHICRI R %
L6 FTEENTNSS10,

(2)AIVE RISKIIMZ. LA R SBREEEER ORERIT. 2h
EARIZ MR - MM 2@l E 3. AT LRV D,
IhZELVRRINREEBIIHEETSE. LA RSORBSTO
JRIRIERS 2B &, MAOBIT2ED 5. MPAICED 2%
NIZVAR RO BRI UADIRIBICIIHE L2 RITS 2NV D,
AN RS VEZENE L5112,

2 .U R/VDEIE

(1) yE&H=—a2—0OVICHITBERD
FEERIIC ARV NV E Y = )URREER 2 2 W BRI, S
WRRIR, KN E. DNATESZEBERAMIT S22 LiIck-T
Bt &b yiEE= 21— 0 RBOERENS KA OBEEIC
Lo THHE N5,

(2) BRI ZzOMLBICHESHEE). FHEERTHE. REICHT BERM 1S
TITADLEILE NI LB EL LR, Sy boLELE Y
IC K BHREITE. T v b ORRERIEIC & 2 [IEES) L O
TIADLELE U HSTICT 4V AF T I VI KB ES
IZEHOIERICVAR RDPERT A EPROSNT WS,
EE A AMEMEET VICa- A FIb-Fa » 259 %
EIRE R OBRESFRSINS D, AFNOBREIC LD EREN
ICHEHERDBHALNT NS,

3 . HAILE RIVKIIYDEIE

FIVE R2SKHNE BEmBE 5054, BFHETRIIEALY
AERIERE L TOREBER 2RSS 20D,



(B3I BT B IE(LEHAR]
1.URRN
—f%4 : LA K% (Levodopa)
fig  #i: L-DOPA
{b242 : 3-Hydroxy-L-tyrosine
733 ¢ CoH1iNO4
51 197.19

st
CO.H
H NH,
HO

OH

R EEXIIEIIREEE O Ao E SRR ED
BART, ICBVidZaV, FRIBETPT <, KITBT
1< <. 19/ =L (O5)IZIZFEA BT R\, HIEEE
1B 5.

FIFIKIER OpHIE5.0~6.5TdH %,

A fHR275C (9fR)

SBCAREL

pH 12(AR. % 1) |6.8(HR. %2

SEf%E# (log Pow) -2.5 -2.4

Pow=(#42% 7 — LD LR RISEE/AKMED L AR R SEE)
(79 AafkEDE)
2 . HILE RINKF
—f4 1 7L RUKFY (Carbidopa Hydrate)
{kZ4 : (25)-2-(3,4-Dihydroxybenzyl)-2-
hydrazinopropanoic acid monohydrate
¥ ¢ CroH1aN204-H20
STE 244.24
Mg
CO,H

HC N-NH, * HO
HO H

OH
H R EE~HEABROMKRTH S,
AT ) =UIZRRBITIC L, KBTI, =%
J = (95 IO TIBFIC< <, YIF LI —F I
WFEAEBT RV,
A/ R197C (5 fR)

SEfRE
pH 1.2(HB. % 1k)
%% (log Pow) 2.4
Pow=(F%2% ) —)UHHD ALY RISKHPIEE//KED L E
R SKFIYIEE)
(75 2afkE )
[ & £
74 RIVA N VEES#EL100 (PTP) 100%¢
() 1,0008%

A RNNZ b EESEL250 (PTP)  100%E
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