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A L, R 0331015 %5 (PR 1743 A 31 H) IZHES S HUK R OB IE230E, Id
R, AR RSB 2 FEE L, Rk 20 4F 3 HICRR AT, PRk 20 45 T ARFEICE ST,
F D%, EREESIEDOT- DR A R a— LEEAEE L50 & L, SERk 24 4F 8 HICHRGEAEED
ARERT, BHECE->TWD,

RS — LEE 100 134 A MRRSHA BRI EI S & U TR A E L, HEHE 698 5 (IFFN 55 4F
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3 HITAGEHUS, PRk 4 48 10 AT ki L7z, Pk 20 48 9 AICEBFH kD= O ioed & F/x =
— LEE 100mg (2 F LAGRZ 1572, £ D%, EREHLIED - L4 %2 RS2 — LELE$E L100 &
L. Fhk 24 4F 8 BIZIRFGEAL T OEKBE LT, BIEICE->TND,

RN a— VELESE 1250 134 A MRS RIBERS & LTI LAl L, FEEFEH 0331015
o CERCLT 43 A 31 A) IS & B R OB IR A 308, IERER, AW ARSI R % 52
ML, SR 23 45 1 HICKGR AR T SRk 23 4 6 HICHFRICE o 7o, RN TEKRASLTIES
Fn64E 2 B XV HIRZEBIAA LTz,
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VYRR OV Y ARSI R A b b T &R T D Y,
TV E R2KFIE, VAR RSB BREESE OBLEAI T, £ 40 B A - BB 2 9™, e
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(1) 4
Rz — VBl A L50
RS o — Vi A L100
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() #4
DOPACOL TABLETS L50
DOPACOL TABLETS L100
DOPACOL TABLETS L250

(3) AFMDHE%
KrizZp L

2. —i&4
(1) % (@maE)
LR K28 (JAN) . L e R23kF (JAN)

(2) % (@mdE)
Levodopa (JAN, INN). Carbidopa Hydrate (JAN, INN)

(3) RT L (stem)
—dopa : dopamine receptor agonists, dopamine de rivatives, used as antiparkinsonism/
prolactin inhibitors (HN—=F >V A/ TuZ s FoERE L TERESND
RS RT3 )

3. EEAXITRIER

LR KX HE KoK Fn
Co,H CO,H
H NH, H,C E—NH2 - H,0
HO HO
OH OH
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AT LR RS Col11NO4
T R2KFY) CioHuN204 « H:0
ISAE s LR R 197. 19

ANE KoUK 244. 24

5. {t%4 (@i4E) XEFE

LR R : 3-Hydroxy-L-tyrosine (IUPAC)
T RNk« (2S)-2-(3, 4-Dihydroxybenzyl) —2-hydrazinopropanoic acid monohydrate
(IUPAC)
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(2) BfEE
LA RN d
YL g ZBNTDICET HAEE BARERADBHEERE
T s ImL LAE 10mL A W5
e ImL BA B 10mL ¥ EFeT»
K 100mL LA 1000mL i Wiz

x4 /) —/ (95) 10000mL. LA I

ERY VR N PRAID

JINE Rk F ©

YL g =BT DICET LHBEEE BAERADBHRERT
AR ) —)b 30mL LA 100mL A RRETIZ W
K 100mL LA L 1000mL it BTz v
X ) —)L (95) 1000mL 2L 10000mL i 56D T I < W
JrF T —TF )L 10000mL LA | E LA ERT R0
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MEERR L

4) BR (PER). BR. BRER
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Jie e
LR K3 la) 3 =-11.5~13.0°  (§t%, 2.5g. Imol/L EARAifE, 50mL, 100mm) ¥

HIVE R2KFI 0 (@) 3 = -21.0~-23.5° (lg, HHfL7 /3 =7 4 (M) &K, 100nL,
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Wt BE
LR RS B
P o> pH
LR R/%:5.0~6.5 (FaFIKIAHK) ©
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HR7E4 R/xa— Ll G 8E L0 /X = — VRl AFE L100 /X = — VL& FE L250
FFE FeE (BHIFAD) ROz (EIFRAD) e (FHIAD)

(2) HHNONERUHER

Hr7e 44 KXz — Vil & 8E L50 KXz — LA $E L100 KR8 2 — Uil A 8% 1,250
£, I TR
. (R 7N RN DN AT ——
PAVIA % 1 '.\\_ ) | l@:::IEfs/ "\::_:‘_: ) c— W —
EAE (mm) 6.5 B30 BT 1 11.0
J& = (mm) 2.4 2.5 4.4
B & (mg) 100 230 440

3) ®Aa—F
Rz — LELA8E 150 AR DK421

PTP :DK421
RS — LECAEELI00  A{K : DKO26
PTP : DK026
RS — LECAEE 1250  A{K : DK501
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@) BH DY
LE R L
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RS m— LA 1100

R Nz — Ll A 8E 1250

1 gEF LA RN (BR)
100mg, H /LB R 3K
(AJR) 10. 8mg (K4 & L
T 10mg)

1 gEH LA RoX (HR)
250mg., 1 /L E KUK

(A/R) 2Tmg (K&
L < 25mg)

Ll n—2, fvEnayFUor Ly b Radyraoeikiln—2X, RE
Rl AT TV VB~ 73U L HEL

Hr 7244 KXo — LA $E L50
1 & LA RN (H
J&) 50mg, J1/LE R Nk
CEn
PP Fom (B 5. dmg (fE
K¥yL LT b5mg)
Vil
(2) EREEDORE
B4R
3 a=
BA=RPAA

3. BFABERAOCHEBRVUETE
PN

4. Hif

BA=RPAA

5. BEAYT SHREMED & 2 KMY

TFTREINIEEWE X, 3-2,4,5-FJ e Radxr 7= 7 7= (1), 3-A FFvFuo
Ty (2] AFNERKEY) (3] ROR3-0-AF /N E RN (4] b5,

OH

(3]

OMe

(2]




6. HHDEEERHTICEITHRER"

i Bk RAESAE R RE {17 R il R
_la0cc+x2C WM OIEE LN TH
TR PTP Al 6 % A
Ko< a— L + 75+5%RH -7,
BLESELS0 | mammirat |25°C+2°C WPROEH b BN TH
_ PTP E14& i, 34
Bk - 60£5%RH S7,
KoRz— 1 P— 40°C£2C oTp A8 6 5 A WTFILOHEA SN TH
FidAdE 1100 IBEE . 75£ 5O tLZ=nn Vol .
KoSa— 1 i 40°C+2°C . WTINOEB LHENTSH
Bl A€ L2560 MR « 75+5%RH PTP Tl 67 J ST,
X1 REBRTEE MRk, fERRRER, BRI —MERER, IR, AR
%2 FABRIEA - MRk, TEREREBR, RUAIEY—MEREBR. iR, TERBR, BE (3E1H)
%3 HBRIEA MRk, MERERER. MERER, RA MR, AR, EERR
< B > WAL E R ER Y
RERIEE MRk, R, EEREER. WE (%)
LR RIS PRAFIERE PRAFHAR R
L 3 ABTIL O TWHLAICEE,
:;z W - GEAER(3 » A AHEDBEEEF (40N—24N), Z0fh
DOEBEIIHENTH -7,
! 3HHBATIK ) TWALAICEE,
Roea—w e iiSs A AHB X #ELT (40N—9N), & Dftho
Eaé\ﬁ L50 25°C . 75%RH J&jt F’ﬂm 3 7]\7 H ﬁ [ A‘F o
HBIIHENTH -,
¥ 120 77 1x-hr TZ <K 95 T WALEAIZE A,
25001 x vy —LUBAR 120 5 1x-hr [30 5 1x-hr X U LT (40N—21N),
25°C - 45%€RH ZOMOTEB ITHBEANTH -7,
PREREE B MRk, MUERER, WHEER. EERER, #HE (B51H)
g, RIESAE TRAFTHE TR 1F IR i R
- TV E RoKF0Y Sk D FHiG B D%
e M - ZEAER(3 » A BRI R BN AN ER D B L7 2 BN T d
40C - 2V X
Sle, TOMDOIABIIHEANTH -7,
N~ 2 1 A HCHMERL R HEEA 18/
Rom— 25’; o M - Bk 3w A H L ORISR (94, 9N—33. ON), 2
il & 62 L100 ’ DT B IS Gl o 7,
s 60 77 1x+hr £V 5 THADOEHHENTH
ST, BEHEAENITER A E O,
25001x Sy — LB 1120 5 1x-hr
30 77 1x+hr CTHREEEL T (94. 9N—61. 9N),
25°C + 45%€RH
ZFOMOEBE TN TH -7,




PRBRAE F - MR, EEERAER, EHEER

R, WE (ZE5E)

By

IRAF 2R

RIFIERE

TRAT

RKoNz— )L
Bl & 8E L250

NS

40C - 2V X

)

35 H

BV E KooK R B sk o 8 E DRk
B 2R BN AN ER D BTN  HIRRIN TH
o7, TOMOIEBIZHEANTH -7,

T

25°C * 75%RH

WL - Bk

35 H

2 A ALY S THAOFEHNTIEIH -
7ons, BRERBRAAARE & ik L, A AW O
7z 1V e RK RN Bk O SER I E D
TR 72 BEM S 588D B VT2 23 BlRE N T
botz, 1HEME LV KT (83.6N
—33.IN), Z OMOIE B TN TH -
77

i[f:
25001x
25°C - 45%RH

v — LK

120 75 1x-hr

60 7 1x-hr £V 5 FHLAOFHAN TH
ST=DS, GRS TR AME DS T B R O
7oo INE RKFN Sk OFERR Y E D
FRIF 22 B3 F8 B T2 A3 BN T
bz, 30 7 1x «hr THEELT (83. 6N
—54. IN), Z DML H ITHENTH -

<BE >0yt DL EMERER Y

R L7

10

ABRAE - MR, ARSI MR, R, EEE R
B i RAFSeAF RAFIERE PRI i R
- 1 7 AB XY S THADOHHNTH-
WO - B 34 H T AR O, ZOMOEE T8
25°C + 60%RH
A=y KATH T,
AL HE L100 |y 60 73 Ix-hr XV 5 HLEOFFANTH
25001x T — LB 120 05 Ix-hr | 27228, BT ASMEDNT R &4 OV,
25°C - 45%RH Z OO R ITHENTH -7,
- 3 HHATIE THEADOHMANTH -
WO - B 34 H T AR O, ZOMOEE T8
25°C + 60%RH
A=y KATH T,
BoAHE L1250 |t 60 75 1x-hr KV 5 THLEADHAN TH
25001x T — VB 120 77 1x+hr | o723, JCHS H 23ME DT B & 47 OY
25°C + 45%€RH Too ZOMOIEBITBMENTH 72,
. ARZERUVBEREORES




8. fflé NEAEL (MELFHELL)
<BE> VR RN (FREG) ORAZEL S

30C RH92% T, ANV X7 VL=V ZREFBT NI UL T oA 0 VT AZ—8,
Ny vTF o Bk~ 7R A T AN e CERERRAL L L OBLEITIRESCAE D
DARETH Y, TAHYRETAN L > TSN 20T, HILGEHAL eI AlRELD
BlA TR T 5, TOMAEGR EOZEANEZ VLT WEELNZ OO TRAIZITEE L 2

ERAR

o. it "

(1) F/8a—)LEE&&E L50

DBHEEICH T 8L
RBRTA T A4

®om
i
®om
5
R

NOE o

(G EN R 5 O BT RA O A R TA R A
CER124£2 H 14 B EHEF 64 5. PRk 184 11 A 24 B —ekiE)

pH1.2, pH5.5, pH7.5, /K
pH5. 5, pH6.8, 7K

1% W HEERIESR 2 1 (N RViE)
Fl: Ro8a— VELAEE 1100
B : 900mL
& LR RoR
v KoN pHL. 2,
5 : 50rpm

WA ERFE R (PHL1.2)

100 f

100 ’-—/2_____.8_— ]
&g E &g F
= 60 | = 60
% a0 | —e—Fia- NERERL0 % a0 t
—a— A0 LB &L 00
20Fr/ emeeee- 35K 20 F
0 . . . g 0
0 5 10 15 30
FABRTEBRER IR (53)
B HABRAER (PHT.5)
100
Han k et
H
% 60 | 7
010, 40 —e— F5a- LERERLE0 0\/_0,
—t— F /A0- JLEE& S2L1 00
20/ 000 - 5% 20 F
0 L : . d 0
0 5 10 15 30

PERTEIRARER I (43

11

100 |

TR HABRFE R (PHE.5)

— P

——— /i1 - ILEE&SRL50
—t— F 80— JLEE & SRL1 00

5 10 15 30
ABRIEIREN IR (43)
T HAEBRER OO

— o __ —

80
60
40

——— [ {0 LEE & $RLS0
—t— [ /i0- LB &SR 00

5 10 15 30
PRERTRERE R (43)



wHE (%)
BRI | T PR A T AU HE
5} 0 S —
UL AR A
pH1. 2 15 4y 96. 8 100. 6 85% LI WA
pH5. 5 15 %y 85. 2 99. 4 85% LA I WA
pH7.5 15 4y 90. 9 99. 7 85% L) I MRS
7K 15 %y 90. 1 100. 1 85%LL F Ay
@ S E RoNERY)
VAR ERRE R (pH1.2) VA HIBA BR 458 (pHE.5)
100 | /z::::::j;::::::g::::::g 100 | ° ° o
e | ook et
H H
=60 | R 601
%/ 40 F —e— F/i1- LA RS0 f{o/ 40 } —e— 50— LEERLS0
—l— | 40— LB & RL1 00 —y— | 30— L BE & $2L1 00
20/ 0 emmmea- 85K ot/ 0 emmeee- 5%
0 . . . ! 0 : . : g
0 5 10 15 30 0 5 10 15 30
PRERTR SRR ISR (49 PRERTRIRAR ISR (59
VR R ER ISR (pH6.9) Y IR ERRE 2 (10
100 f _ - = sl 100 f W
e | s = Bt
H
60 [ B 60T
%40 L —e— 01— LERERL50 %3 40 o b AT~ LB A ELE0
55 | I:;:*“ES?SUW 20 | —a— F A0 LEEARLI00
0 L L s s 0
0 5 10 15 30 0 5 10 15 30
HERTR AR AR () PRERTRARER ISR (59
W (%)
BRI | T B - - | E e HIE
FEE T LA TR A
pH1. 2 15 4y 97.0 101.3 85% L) I oA
pH5. 5 15 4y 92.7 98.5 85% LI WA
pHé. 8 15 4% 90. 4 92. 4 85% LI WA
i 15 4% 92.6 97.0 85% LA A

(2) K/8a—)LEEE8E L100

DAEEEICH T H5EMUM

RRITA FTA

O
=i
EO
.
G

NOE o

2 H 14 AEHKEF 67 5) |
% T HREBRES 275 O RVE)

Al LA K% 100mg « /L E K28 10mg $8 (A4 K28 A h UECASE L100)

5 900mL

#% : pH1.2, pH4.0, pH6.8, /K

5 : 50rpm

12
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O VAR RS

BHAERFE R (pH1.2) TBHAERAE R (pH4.0)
100 o— Ay < N 100 W
s 20 F e 80
=60 % 60
% 40 | —e—Fia- LB S ERLI00 % 40 —— /0 LEEESRLI00
—o—— PR (§251. 100me) ——o—— R (327, 100me)
20 r/;  eeeeea- 85% 20 ------- 85%
0 L L 1 5 O 1 1 1 )
0 5 10 15 30 5 10 15 30
AER IR A (43) BRI AR AR (43)
BHAERFER (pHE.8) BHARER )
100 F p ——0 -0 100 t A £ > 0
) ) /_—_———’"7
B F = g f -
H
60 R0
% a0 | ——F A3 LER&SLI00 % 40 | —e— [ A3 LA RLI00
—t EXERI ($251. 100mE) —— EERIF ($27]. 100me)
WFr/S 0 eeeaeaa 85% 20/ 0 ammmaa- 85%
0 . ! . ) 0 L L A ;
0 5 10 15 30 5 10 15 30
BRI (4 BRI (41)
B W (%) )
i S : " i e )
o Y A A A
pHI. 2 15 43 100. 1 99. 2 85% LA F 1A
pH4. 0 15 4% 101.5 99. 4 85%LA | STiNE
pH6. 8 15 43 102.5 100.5 85%LL Sk
K 15 43 101.2 98. 2 85%LL F bk
@ e RoREKY
BHAERMERE (pHL.2) BHAERAE R (pH4.0)
100 p—0 & —0 100 A /3_,__¢—f n
e F BHao | f
H
OO | %60 |
%40 I —e—EA3~EaRLI00 ;;; 40 F —e—F/ia- LE&RLI00
——a—— EEE (5251, 100me) ~ o SR (S, 100me)
20t/ 0 emmeee- 95K 0B /. 95K
0 1 1 1 ) 0 \ , X s
0 5 10 15 30 5 10 15 30
BRI (41 PAERTEFRE IR (47)
AR (pHE.8) TEHIRERAER (10
100 A "-‘-I — —2 100 A ras 0
> N /———'—’——' LAl
g f A B | =t
=% 60 F 60
E{E 40 r —— F i LB S SRLI 00 Sé 40 —— /i LEE&SRL100
20 + :e:: ::wu(mm 100me) 20 | :f: :’:w"@’“» 100me)
0 l ! ! g 0 : . . :
0 5 10 15 30 5 10 15 30

ABRIEIRAR IR (43)
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ABRTESRAREFE (43)




o L W (%) e —
AR ) E R prE—— Pree ) E A HIE
pHI1. 2 15 %y 101.2 99. 1 85%LA I W
pH4. 0 15 %y 102. 5 97.9 85%LA I W
pHeé. 8 15 4y 99.0 94. 1 85% LA I RS

7K 15 %y 100. 2 97.0 85%LA I W

2) AR HERBRADE S
A A S5 7 A8 E S LB A5 =52 HAL LA K28 100mg = H /L E R 2% 10mg $ED IR HHikE
WA L TWDZ EDRERINTWND,

(3) F/xa—JLEEE & L250
1DBHZEIZH T 2
RBETA BT A4 0 THEENR DN ERRA DAY FREERRTA K71 )
CERR 12482 A 14 B [E3EFE 64 5, “FRK 18 4F 11 H 24 H —#FdUE)

ROBF B EHRBRES 21 ORI
@ A RS — LECAEE L100
AOB i & 900mL
oy R W LA Rs8 pHL. 2, pH6.5, pH6.8, /K
SV R2% pHL. 2, pH6. 5. pH7.5, /K
[A] [ #: 50rpm, 100rpm
O LA RS
TR HABR#E L (pH1.2,/50rpm) TR A B S 8 (pHE.5,/50rpm)
100 | F___,__—Q————_ﬁ 100 |
s 80 F & 80 F & - =
H
%= 60 60 1
3/_3 40 r —— [ i1 JLEE& $RL250 3{9 40 r —— F 50— B S RL250
—— | 80— LB & SRL1 00 —t— F {0 LB & RL1 00
20 /e on 20 /e 35%
0 i . 4 0 5 = .
0 b 10 15 0 b 10 15
AER TR (57) AER TR (51)
TR HA B #E 5 (pHE.8,/50rpm) TR H A ERAE S (K 50rpm)
100 f 100 |
3 ﬁo 3
gy | ® gk
H H
e | =60
%1 40 r —8— [ /50— LB SEL250 1/9 40 —&— K i0- LB & RL250
—t— | 10— JLEE & RL100 ——— | ;30— L EE& §2L1 00
2/  eeeeea- 85% 2/ . ask
0 . . g 0 ! L g
0 B 10 15 0 5 10 15
AERTEEREF M (7)) AERTEEREF A (7))
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1B HA B #E 8 (pH6.5,/100rpm)

100 | pr— A -0
g b
H
60 F
3{9 40 F —e— /11— LB A RL250
—t— F 30— LB &SI 00
20F/  eeeeea- 95K
0 i i ;
0 5 10 15
BRI (47)
.. o W (%) ‘
[E[R o B IR H R R - — e B HIE
IEVERL | R
pHI. 2 15 %3 100. 1 100. 5 85% LA F ik
= pH6. 5 15 43 91.5 88.9 85%LL F bk
rpm
pH6. 8 15 43 94. 6 93.0 85%LL F bk
7K 15 43 88.6 92.1 85%LL F bk
100rpm pH6. 5 15 53 102.0 100. 6 85%LL F blrika
TV E RNEKY)
Vi H B ER%E B (pH1.2,/50rpm) R BRAE R (pH6.5,/50rpm)
100 F F____—o————ﬁ 100 F
Wao b Ba b -
0 80 0 80
60 | E60 1
% 40 —e—Fia- LEEESRL50 3{9 40 —e— FAT- LEEESEL50
——b&——Fi2- LB & SRLI 00 —a— F 80— LB &SR 00
20/ emmeea- 5% 2o/ memeee- 5K
0 L . ! 0 !
0 5 10 15 0 5 10 15
BRI BRI (43) BRI AR R (5)
VB HIERAE 8L (pHT.5,/50rpm) 1A A ERFE S (K /50rpm)
100 | 100 |
" M e M
Wao b e "
il 80 0 80
60 E 60 I
% 40 | —— 13- LB §RL250 % 40 —e—Fia-LERERL0
—n— [ {0- JLEE & RLI00 —— | 30— JLEE S RRL1 00
20F /  eeeeea- 5% 2/ 5%
0 4 ! g 0 :
BRI AR (47) AERER AR (4
1A HIH ERHE & (pH6.5,/100rpm)
100 o) A Al
i a
80
H
% 60
% 40 ——F 50— RS RL250
—a—FAT- LERERLI00
20,/  memeee- 35%
0 . . ;
0 5 10 15

PERTE AR AR (47)
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N N iR (%) e s

ElLe= BRI I RE R AT S pve— HERAE | CHE

pH1. 2 15 5y 100. 1 100. 3 85%LLE | A

S0rom pH6. 5 15 4y 90. 3 90. 4 85%LLE | A

pH7. 5 15 4y 91.7 93.4 85%LLE | A

K 15 4y 87.3 93.9 85%LA | A

100rpm pH6. 5 15 4y 98. 4 100. 1 85%LA | A

2) REYBHBREA~DE S

H AR &) 57 4 SR BURE 25 =R 0 B ALTz LR K% 250mg = /L B RS 25mg SED VA HIIRS

ICHEA L TWD Z ERERENT WS,

10. &&5 - 2%

() FEASRELGRS - 8K, NMENRRGES - ARICET HER

P - L 2

2 a%

K/xa—)LEc & L50

K/8a—)LE2 &8 L100

K/8a—)LE2 &8 L250

@) FREE
A% L7

@) BHROME

100 # [10 & (PTP) X10]
100 & [10 & (PTP) X10]
1,000 &£ [10 &£ (PTP) Xx100]
1,000 8 [TV @¥, 7]
100 §& [10 & (PTP) X 10]

PTP: RUEfkr =17 LI=7L (PTP >— )
RYVZZAFL « RYV=F L TAI=vh (Br—45)
NZ R =F LT 77X —h e RIZFLy - TAI=gh (T

11. RIRR#HIhLEHME
MM ER L

12. FOftk
P - L 2

16




V. aRICEAY SIHE

. FHRENTENR

4. ik - IR
R—XVY R, I—F VY VEGH

. DIRERIZHRICEEET SR
BEZ LT
AZRUAE

(1) AZERUVAEOM@HR

3.

6. AZERUVHEE
VAR RSRIRH S

fEH IR A IZ LA Rovg& e LT 100~125mg
X LA F28&E LT 1 [\ 200~250mg, 1 H
N, LIRRAREELTILHILbLS00mg #8272\ 2
LR FSBEAR AR

BERAICKT L, LR RoSEBRRIEI O AR 1% .

NEE LT 1 [E 200~250mg.
LT B,

B AICET L, LR R28EE LT 1 [E] 100~125mg.

N1 BHEEFEOR 1/6 BICHYTAHALAR RAAEBEZHRZE L HRIELZ XD,
ﬁm&ﬁ?éou%\ﬁ%ﬂi@ﬁﬁ%ﬁbf%ﬁ&%%%ﬁ@%ﬁ%(ﬁﬁﬁ%giV?F
1 H3ME) &EF5D5,

1 H 100~300mg #FO#5- L0 iZ Lo,
SR L, fom G EE EOMRR (EEUEER
3| LT 5, Zeds, JERICE VEEHEET S
LLT5,

NT

iR &b 8 B ORIEZ BN TH D, va
1 B 3ENCAFT

LR R2NEE LT A 1,500mg 22720

(2) AZERUVHAEDORTERE - 1B
MG RR L

4. AERUVAEICEET HFE

1. BZERUVBEICEET 5FE
7.1 LR R/kIRAEE
LR R/SHBRBIFI O£ 5 % 51 T W ERE IS
L. BlE%2 512470, HEEl

X L TAAN 2R G 258 1213 &0 bR

CHERFEECHEETAHZ &,

LR K Y 50mg -

HNE R2KF) 5.4
T8 g, smikick

L 248E 1 H2~68LDITLD, FHIRAI
L. ol MR (Y
D 3 RS D 23

2 HESEHE &
16 4~5%8., 1 A 3[E) &9
1 H308EXB2 RN L,

LR K73 100mg -
JVE R23KFI) 10.8mg

L. REEZED
JEARIC L 0 e

1E 18, 1 H1I~3HLVITCD, HXITMRAIZ

1 BEzd iy &
MEFFE (BEYE, 1[m 288, 1A 3ME) 95,
W a8, 116 EXBL RN L,

S 1,0 1@ 1/2 Hﬁa"i\
LR K% 250mg -

J1VE RKFY) 2Tmg

T 5, JERICE

1H 1/28~18L01T0D, AL
SEHEE L. o
UBTNER:} s AR

I 1/2 §
ZEOMERRE (F¥E; 1R 18, 10 3F) &
1H6FEZBARN L,
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7.2 LR EANERAEE

BEIZ LR RSHBREIR O 5251 T2 BT L CARAZ B 5355
%%%9&<&%8ﬁ%®ﬁ%%kw1#%$ﬁ%&5?5_&oktb\%®@®ﬁﬂ~%
YV RO A IS DM EIT R,

ZiX, VAR R

7R K73 50mg -

J1VE RKFY) 5.4mg

LR RSHBRRIFIORA%, D72 < &b 8 REFOIREZ 351 T
5. 1 BHERFEOR 16 BIHYTH LA R \mae AL LTH)
R4 X, 1 H 3ENZHEEET 5, Litg, fEkic L0 wEEhy
WL Tl B 2 8 oM (BEXE ; 1l 4~582, 1 B 3[E) &3
5, 1H308EEHRNT &,

LR F/3100mg -
J1VE RKF#) 10.8mg

LR RSHBRRIFIORA%, D 72< &b 8 FEFOIREZ 381 T
5. 1 BHERFEOR 16 BIHYTH LA R \mae AL LTI
&4 &, 1 H 3ENCHEERET 5, Dk, ek L0 @y
L Tl 2 EOMERiE (R 1B 288, 1 A 3D &7 5,
1 A 15 8EZBEXRNT &,

LR F/3 250mg -
JIVE RKFY) 2Tmg

VAR RNHBRBEHIOR A, 272 < &b 8 REOIFEZ 31 Tan
5. 1 BHERFEOR 16 BIHYTH LA R \ma AL LTH)
&4 &, 1 H3ENCHEERET 5, Lk, ek L @y
L TRl E 2 EDMERiE (R 1B 18, 1A 3E) &7 5,
1 A 68EALBIRNT &,

5. BEERALIE
(1) BERTF—R1RvH5r—

M ER L

(2) ERPREEIEHER
MG R L

() AERIERRAER
MG R L

(4) HREIRYHER
1) AEREIAR
HERR L

2) REMHER
R L

(5) BE - FEAIFER
MG R L
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(6) AR

1) EARMEE (—REARMEE. BEEARRRE. EARMEERE) . AR
2 R—2HE, WERTRBRRRONE
AR L

i

ERT—

\J

2) RBEHELTREFTEOARRITIERELHE - HBROBE
UER L

N E0ft
MR L
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VI. EMEEICEHT HIER

\.

1. XEPHICEESH LM L& T

LR RN
VAR RABURBEEESRILER] (HL e KK, ot 7 Y RIERE)
EE : BEEOH DM OREE « DIREL, OB FRXEZZMT 52 L,

2. XA
(1) AL - 1ERAMKF

1) LARER
LR RN, N—=F% 0V i O REABICE R 2 A2 H 325 L Wbitd R8I U ORIERY)

EC, ik - IMESPE Al UIMPNIZEL Y 2 F L, £ 2T RN CHEH SV CTAERER 2 38
L. N=F 2V UIFROS—F% 0 ) AERRRCSI R 2 b2 b T & Tng 9,

2) AILE F/KHY
ANV E RAKFE, VR RSl iemesg OBRLEA T 2 40 B A3k - B 2 a9,

JENA~BAT L7222, ZHE LR R ANE L HIc&ET D L. LR RXORLLIAN T DML IR Bz
I HE . MA~OBITEED D, ETMNICELY ZFN7- LA RO KX U ~OEEHR 1T
B RIEE RN, N RS v EAZEINESES 59,

(2) ZEHFENITZHEBRBAE
MM ERR L

(3) 1ERFIRRER - FHFEEER
MM ERR L
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VI. EYEREICET HIER

1. P BEOHR
(1) BAELESGILERE
MG R L

(2) BEREBRTHERAIA-OLFEE
1) &EYFHRSHRR Y
< F/Ra—)LEE &8 L50>
Rz — )LECAEE L50 1 R/ — LRI EE L100 & S BN R LK e LTSN &7
5, [E&EN 280 EIRRA O AWM R RIFEHRER T A RT 4 CER12 422 A 14 A EHK
FH 645, AL I8 11 A 24 H—HE) | I[ZHESE, BEHZEEA I L2 & 2 A% &b
v, WANTAEYFEIICRLSE & Hir S,
< F/Ra—)LEE& s L100>
Koo — UEAEE L100 & A XYy MEEASE 100 2, 7 n A4 —"—kick vz 1§
(LA R % 100mg KOV E RAMEKY) & LT 10mg) ZREFER A T IZ MR Rp LR O 45 L
TIIEF LA RAK OV E R 2 IE UG DALY ENRE N T 2 — & (Cpax AUC)
(ZOUWTHRERMIRMT 24T o 7o R, WA O M 22RO [R FEVED R S LTz,

D LA R
(ng/mL)
500 4
400 4
i)
§300 1
b1 4 ——F {0 ILEC& LI 00
3 —t— X3V MRS 100
200 1 ) HIFERE(=1D)
100 1
0 T T r T A
0 2 4 6 8 10
B%R8 (hr)
. HIEIRNT A—H BEINT A—H
Cuax (ng/mL) AUC (ng+hr/mL) Tax (hr) Tis (hr)
Rz — LEAEBEL100 | 423.8+117.5 | 1196.8+E265.7 1.6+0.8 1.8+0. 4
Ay MEEEEE 100 430.9+116. 7 1225.9+291. 7 1.4+0.5 1.9+0.3
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Roxa—/UELGEE 160 (= v M35 1 1310181) ZMyity—fb L, SHESRM T TOREMZ T L
7
R TERES
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T - 7 BRRBLEE T E R2UKF I OE &K TR Hiv, 30 AR A TRERE L TH
277,
Jt 060 5 Ix-hr KOETFOREAPFED HIL, H/LE R2VKMPOEERT RO LI, i
TE R OHEIPAN TH > 7=,

O (40£2°C « 75E5%RH, WL - AR OB R

PRAT IR
AERTE A FREAE
BH 4R 7 H 14 A 30 A
PR — oA B L | k7L | &b L
LR RoX 98.9% 98. 2% 97.8% 98. 0%
T 93. 0~107. 0%
FHIVE KRR 101. 1% 98. 4% 96. 2% 95. 5%
QL (25+2°C - 7T5=5%RH, #E « B DFERAE R
PRATHA R
BRI R (i -
BHAGIRE 7H 14 A 30 H
PR — oA Bl L | k7L | 2k L
LR RoX 98.9% 95. 8% 95. 7% 96. 2%
E & 93.0~107. 0%
FLE RAKFY) 101. 1% 95. 2% 94. 2% 92. 5%

36



@Y (25001x. 25+2°C « 45+5%RH. BHlk) ORAERKER

37

B RAT I
B A s i -
BHAGH 30 7 1x-hr | 60 77 1x+hr | 120 5 1x-hr
5 UL, T FTn | T 5T
PER — bl L
DR HEDOHME | ALEADKE
LR R 98. 9% 99. 7% 97.3% 97. 0%
e 93. 0~107. 0%
HILE R OKF) 101. 1% 99. 3% 95.5% 94. 9%
< KF/Xa—)LEE&fE L100>
R/l — L EEEL100 (7 v R @ 6508902) Ay — b L. KHSLMH T COLZEMZBRETL
7=,
?ﬁf“ Ve K2R B SR O FEZE ORRRFHI 22BN AFR O Hivie s, BN Th 7=, £ Ofh
OE B, B2 bIXIZE A ERBD SN0 o T,
TR« 1V e RKF0 B Sk O SRR E OFRRRERY 72 B8N FE O B AT,
BN T H 5 DR 70 8 B T 33RO B i,
o e RoOKFIY H Sk ORI E ORI 72 BN FER O B AT,
SN T o 2D DR 7208 BIR T RFE D b7,
OIRE (40°C - 72 x| Y - KJEAZR) ORBRAE R
. PRATHA R
ERTE H HIAAE
BH AL 7H 14 H 30 A
PR AR IR
AR ) THALE DA o Eik7a L Zib7a L ik L
RRT 5 0.75 D& — 2 0.6%LLF 0.07% 0. 08% 0. 08% 0.08%
Wi RRT#91.95 D — 7 0.2%LLF N.D. ™ N. D. N. D. N. D.
| RRTH9 2. 11l O — 7 1.0%LLF 0.17% 0.21% 0.22% 0.29%
| HxoOE—7 DKk
B 0.2%LLF 0. 00% 0. 00% 0.00% 0.00%
B (_EFELIAL)
AitaE (B 0.5%LL T 0. 00% 0. 00% 0. 00% 0.00%
o LR RS 93. 0~107. 0% 99. 8% 99. 7% 99. 5% 99. 6%
E FAE R2UKFI | 93. 0~107. 0% 99. 5% 99. 2% 98. 9% 98. 8%
) N.D. : B




QML (25°C - T5%RH, Y - Bl OB R
o PRATIAR
ARBRIE H A AE
BH AL 7H 14 H 30 A
PR AR IR
PR 5 THALE DA o Eivp L EAv7p L Zib7s L
RRT #50.75 D& — 2 0.6%LLF 0.07% 0.10% 0.11% 0.11%
Wi | RRTH 1.95 De°—2 0.2%LL T N.D. ® 0.00% 0.00% 0. 00%
FE | RRT#9 2. 11 OE°—7 1.0%LLT 0.17% 0. 42% 0. 47% 0.62%
| HaxDe—27 DK
) 0.2%LLF 0. 00% 0.00% 0. 00% 0.01%
5 (_EEELISN)
AitaE (B 0.5%LL T 0. 00% 0.01% 0. 02% 0.03%
. LR Kot 93. 0~107. 0% 99. 8% 95. 2% 95. 4% 95. 4%
e
o HAE R2UKFI | 93. 0~107. 0% 99. 5% 94. 0% 94, 2% 93. 7%
) N.D. : e
@Y (25001x. 25°C - 45%RH. BA%) OERE R
. PRATIAR
HERTE H HIAAE
B 15 HE 30 Flx+hr | 60 5 1lx+hr | 120 5 lx*hr
] 5
AR I THALE DA A7 L EAv7p L Zib7a L
(XL iF N
RRT 5 0.75 D& — 2 0.6%LLF 0.07% 0. 08% 0. 08% 0. 08%
W RRT#91.95 D — 7 0.2%LLTF N.D. ® 0.00% 0. 00% 0.01%
FE | RRT#9 2. 11 OE°—7 1.0%LLT 0.17% 0. 33% 0. 42% 0. 53%
| e De—27 DK
) 0.2%LLF 0. 00% 0. 00% 0.00% 0.00%
5 (_EEELISh)
AitaE (B 0.5%LL T 0. 00% 0. 00% 0. 00% 0. 00%
. LR Kot 93. 0~107. 0% 99. 8% 97. 8% 97. 9% 97. 7%
e
o FE R2UKFI | 93.0~107. 0% 99. 5% 97. 2% 96. 6% 96. 3%
) N.D. : B
< KF/8a—)LEE&EfE L250>
Koz — VR A8E 1250 (1 v hE&S @ 6143003) ZMpirt—b L. KSR F COREMEE M LTz,
Fad R S
B - v e RoKFn SR OFEG ) E ORRRF 72 IR Hivien, HENTH -7,
%@ﬂﬂ@IEE j: ‘ﬁ%ﬂ#ﬂ@fﬁ%’ﬂﬁ ik/\/kmu@%ﬂfcﬁﬁ)") 7:-0
TR . L e Ro/KFn i Sk O FERR ) E ORI 72 BN FE 8 B AT,
BN TH 2 DR 728 EIK T AR bz,
o e RoUKFI SR OFEGE ORRRF 72 IR Hivien, HENTH -7,

Z DDA 13X,

;ﬁ};ﬂ#ﬂ@f@%ﬂj ik/\/&mu@%ﬂfcﬁﬁ”) 7:_0




O (40°C - 22w & ML - [EA L) OFERKE R

o PRATHAR
AR IH B HIASAE
FEpEiE 7H 14 H 30 H 90 H
IIHLEADE | O THEA . . .
PR 1 i 1 i
FN DE
RRT#90.756 Dt°— 2 0.6%LLTF 0. 08% 0. 08% 0. 08% 0.09% 0.10%
Wl RRTK1.95 pE—2 0.2%LL T N.D. ™ N. D. 0.00% 0. 00% 0.00%
FE | RRTH92.11 DE—2 1.0%LLF 0.11% 0.13% 0.16% 0.22% 0.35%
B | e —7 Dk
) 0.2%LLF 0.00% 0. 00% 0.00% 0.00% 0. 00%
5 (L)
MamE D& 0.5%LLF 0.00% 0.00% 0.00% 0.00% 0.01%
LR RoX 93.0~107. 0% 99. 2% 99. 3% 99. 2% 99. 1% 99. 2%
JE
HE R2UKF | 93.0~107. 0% 100. 8% 100. 8% 100. 2% 100. 7% 99. 9%

) N.D. : e

@M (25°C - T5%RH, Y - BAl) D7 ERAE R

o PRAFHAR
AR IE H IR AE
FEpiE 7H 14 H 30 H 90 H
IIHRLEADE | O THA ) ) .
PER i Jii i i
FN DE
RRT #70.75 D& — 2 0.6%LLT 0. 08% 0.10% 0.11% 0.11% 0.14%
Wil RRIWLDE—2 0.2%LLF N.D. #® N. D. N. D. 0.00% 0.00%
FE | RRTH92.11 DE—2 1.0%LLF 0.11% 0. 28% 0.30% 0.35% 0.61%
A | Hx DO —7 ORK
) 0.2%LLF 0.00% 0.00% 0. 00% 0.00% 0. 00%
5 (EFLIsh)
HixmE DO EHE 0.5%LLTF 0.00% 0.00% 0.00% 0.01% 0.02%
LR Ro% 93.0~107. 0% 99. 2% 96. 6% 96. 5% 96.9% 96. 8%
JE
Ve R2KFIY | 93.0~107.0% 100. 8% 98. 3% 97.5% 97. 6% 96. 9%

¥) N.D. : g

39




@Y (25001x. 25°C - 45%RH., BA%) OEREE R

. PRI
AR IH B HIFsME
B iR 30 5 1x+hr | 60 55 1x+hr | 120 5 1x * hr
i L " PR FIR=N) . . .
PR I FHLE DR 1 1 1
e
RRT #90.75 D E™— 2 0.6%LLF 0. 08% 0.09% 0.09% 0.09%
Wi | RRTK1.95 DE—2 0.2%LLT N.D. ™® N. D. N. D. 0. 00%
FE | RRTH92.11 DE—72 1.0%LLT 0.11% 0.21% 0.23% 0.27%
| Hrxor—r DK
) 0.2%LLF 0.00% 0.00% 0. 00% 0. 00%
B (EFELAh)
HawE D& & 0.5%LL T 0.00% 0.00% 0.00% 0.00%
LR RS 93.0~107. 0% 99. 2% 97. 9% 97.9% 97. 9%
TE &
HIVE R K 93.0~107.0% 100. 8% 99. 0% 99. 0% 98.7%

) N.D. : e

(2) HilE - BAERUEERSFa1—J0ERN
< F/Ra—)LEE&EE L50>
1. ARl
TARERE RGN Ry 78 3R (BRCIED) ) P4l 1. AEmasr 1) 24l - v~
AR ATHEL, T 4 AR —NIZARE 1888 X565 CO Y 20mL 2 Afv, 5 43 H K
B LI, T4 AR —% 90 FET 15 (HEMIE S, il - BBORELBIE LT, b0k
ISR LW aid, IS b iE %, AR B EEZ 1TV, Bt - IRBOREBZBIE LT,
AR R m oy RS 0 1310181
FEANT 5 I CREBICHEE L, BARBREREZ R LT,
2. EiPERER
[PARSERE RGN BTy 78 3R (WTIEH) J P47 T2, i@ilrkaks) (2T, g
EIETEONTBRERE, RETF 22— OFEAGEL Y 2~3nL, / HOWEETHEA L, FT2—7
Iy R EOBHEZBE L, AN D 357D 2 /KT L, fhim (EASLG) % 30em D&
ity bL, Fa—TH A X8 7 LU FICL2EBEMEZBIE LT, EEFEALLKICHE
DKZER CEHETROVERD , AL TF2—TNEELY L&, FEARN - F 2 —THIZHEN
AT L b hudmim e i a2z L & L,
AR R oy RS 0 1310181
REIRIETF 2 —7 A X8 7 L F&iEilm LT,
KIEE : T VM TR S ERET 2 — 7 BRAICECT 2801 H 5,

40



< K/a—)LEe& % L100>
1. ARSI RER
TNIRERE RGN R Ty 784 (BCIEH) | P.46 1. HAEERRWEEAER 1) 84l - » 7
BEAAK T, FEAGROMH L 2R EEY | FEASRNICAR 1EZ ANTHLTEZEL,
EAZRZ 55°COBE; 20nL ZWWVELY | FHDEE L T5 0B BERKET S, 5 0%ICHREL
RS S BIT 5 RKER., TEARRE T T 180 FE 15 (HEAEA L TR L. HREE - BB O
WHEABIET 5, T3 ICEEAIDAREE - BB LT 56 D4 4. DBIEZAT O,
AREAER vy MBS 0 6508902
FEANT 10 3 LANICFERITHIE L. BAF 72 EREIRRE 2 7R LT,
2. MR
TR N R T 78 AR (BRCIE D) | P47 T2, dnldsBh) (CHEC, AE
%@%@%%ht%ﬁﬁ@ﬂotﬁkmé%:—f’%m ﬂ2~mwﬁluO@T2%ﬂ>
WETHEALZ, Fa—713Xy FEOBRELZEEL, KN AND 3 550D 2 2 /KFET
L. flilis (GEANE) % 30em OESIZEy b LTz, Fa—TH A X8 7L FiIzkr@bMES
B LT, BEEALZRICEED/KEZIF E?i%ﬂ”’” TRWERY | F2—TNEWED FE, FEALR
W« F 2 —TAICEENEF L O iudim@ate i c g L e L,
ARSI =y FEES 6508902
RBIRIZTF 2 — 7T A X8 7L FAml LIz,
KUIEE : T VM TR S ERET 2 — 7 DNRAICEGT 2801 H 5,

< K/a—)LEe&EE L250>
1. ARSI RER
TNARSERRE RGN Ry 784 (BCIE ) ) P46 1. FREERRERER 1) §E4l - » 7k
JVHEI CHEL | FEAZROM LA EEY . EAZRNI ’ﬁﬁ:lﬁ%%)&hf?ﬁﬂb%%ﬁb\ E
AZRIZ B COEE; 20mL ZW\ LY | e D#E%E LT 5 oM BRKET 5, 5 oRICHE L
WA, S BHIC 5 A MIkE®% ., EAZEAZ T T 180 & 15 {REMES L TR L. B - B OR
RABET 5, TR - BB LT 5E DA 4. OBEZIT S,
BRI =y B 1 6143003
FEANT 10 S3LINICERITHIEE L, BAF72REIREEZ R LT,
2. MR
TR A RGN R 7 784 (W CIE D) ) P47 T2, @iEMERER ) (CHE U, BREE
ETEHLNIRBIEO AN - T2 EANME T 2 — 7 (Bt %%ﬂm/@UO@T%mDQLW
THEHEALL, Fa—71 3y FEOBEEZBE L, KRFFASNS 3550 2 Z/KFEIZ L, s
(FEAGR) %2 30em DE Sy Lz, Fa—TH A X887 l//?"kiéLu‘fi%éﬁ% Lf:o
HAEFEAN LRI iwm%ﬂbﬁﬁ TRWEY | Fa—TNEW I R, FEAZRN - Fa—
T PNCEEDRAT LT e i@l R L E LT,
ARSI =y FEES 6143003
RETRIZT 22— 7 A X8 7 LU F &l Lo 7o, 12 7 Lo T i3l L7,
MKUIEE : T VM TR S L ERET 2 — 7 DRAICEGT 2801 H 5,

41



2. ZOMOBEEER
1) /N\—a—F%

N A LA 2 — N fRoeaIE A 2 — N
54, AL HAL "
(GS1-RSS) (GS1-RSS)
KXz — Vil & 8E L50 100 &€ PTP (01) 04987451003100 (01) 14987197483195
100 #E PTP (01) 14987197483201
------------------- (01) 04987451003018  [-=-==-=========mm=mmmmmmmmmmmeos
KXz — Vil & 8E L100 1000 &€ PTP (01) 14987197483218
1000 $E/3F (01) 04987197483051 (01) 14987197483225
KR8 2 — LA EE 1.250 100 $ PTP (01) 04987197483068 (01) 14987197483232

42




	表紙
	医薬品インタビューフォーム利用の手引きの概要
	目 次
	Ⅰ．概要に関する項目
	１．開発の経緯
	２．製品の治療学的特性
	３．製品の製剤学的特性
	４．適正使用に関して周知すべき特性
	５．承認条件及び流通・使用上の制限事項
	６．ＲＭＰの概要

	Ⅱ．名称に関する項目
	１．販売名
	２．一般名
	３．構造式又は示性式
	４．分子式及び分子量
	５．化学名（命名法）又は本質
	６．慣用名、別名、略号、記号番号

	Ⅲ．有効成分に関する項目
	１．物理化学的性質
	２．有効成分の各種条件下における安定性
	３．有効成分の確認試験法、定量法

	Ⅳ．製剤に関する項目
	１．剤形
	２．製剤の組成
	３．添付溶解液の組成及び容量
	４．力価
	５．混入する可能性のある夾雑物
	６．製剤の各種条件下における安定性
	７．調製法及び溶解後の安定性
	８．他剤との配合変化（物理化学的変化）
	９．溶出性
	10. 容器・包装
	11. 別途提供される資材類
	12. その他

	Ⅴ．治療に関する項目
	１．効能又は効果
	２．効能又は効果に関連する注意
	３．用法及び用量
	４．用法及び用量に関連する注意
	５．臨床成績

	Ⅵ．薬効薬理に関する項目
	１．薬理学的に関連ある化合物又は化合物群
	２．薬理作用

	Ⅶ．薬物動態に関する項目
	１．血中濃度の推移
	２．薬物速度論的パラメータ
	３．母集団（ポピュレーション）解析
	４．吸収
	５．分布
	６．代謝
	７．排泄
	８．トランスポーターに関する情報
	９．透析等による除去率
	10. 特定の背景を有する患者
	11. その他

	Ⅷ．安全性（使用上の注意等）に関する項目
	１．警告内容とその理由
	２．禁忌内容とその理由
	３．効能又は効果に関連する注意とその理由
	４．用法及び用量に関連する注意とその理由
	５．重要な基本的注意とその理由
	６．特定の背景を有する患者に関する注意
	７．相互作用
	８．副作用
	９．臨床検査結果に及ぼす影響
	10. 過量投与
	11. 適用上の注意
	12. その他の注意

	Ⅸ．非臨床試験に関する項目
	１．薬理試験
	２．毒性試験

	Ⅹ．管理的事項に関する項目
	１．規制区分
	２．有効期間
	３．包装状態での貯法
	４．取扱い上の注意
	５．患者向け資材
	６．同一成分・同効薬
	７．国際誕生年月日
	８．製造販売承認年月日及び承認番号、薬価基準収載年月日、販売開始年月日
	９．効能又は効果追加、用法及び用量変更追加等の年月日及びその内容
	10. 再審査結果、再評価結果公表年月日及びその内容
	11. 再審査期間
	12. 投薬期間制限に関する情報
	13. 各種コード
	14. 保険給付上の注意

	ⅩⅠ．文献
	１．引用文献
	２．その他の参考文献

	ⅩⅡ．参考資料
	１．主な外国での発売状況
	２．海外における臨床支援情報

	ⅩⅢ．備考
	１． 調剤・服薬支援に際して臨床判断を行うにあたっての参考情報
	２．その他の関連資料




