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v A& b

O



https://www.pmda.go.jp/safety/info-services/drugs/0001.html

EHLA X Ea—T 4 —2FHAOF5 & OME — B ARBZIEARS —
(2020 4= 4 AT
1. BEEXRA LV Z Y a—T 4 — LMEROBE

ERAERLOLERNZENERE LT, EEAERLGMHCE OUF, MMIXE) 3b5.
[ P HL CEE R « SKANANEE O BEIENEFE D B R E 7 = 3K 5 O3 EE S 276 A3 5 B8
21T, TR SCEIC RS SN R A BT D ISR LERIEAENH V), S EDE
IFHMYGE (LU, MR) SE~OEROBMGFERSCERICEVIFERZMTLTETWND. 20
BRICKHE R EREMEINCAFTHZOOHEBEY A e LTERELA a2 —T+— 4 (U
T, T F&EBET) MetELx.
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ELT-.

2. I1FLix

[ Fix IR SCEEOEREMTE L, EA - SEAIRE O EREEEHE I L > THEEBICLER,
EILOMEERDT- D DIEW, TR DI= DGR, FFIOT- O OER, 35, w1
DTz DIEH, HFEH R BE T T OO OFERENEN SN TREH @B O ER LR E S L
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1.

BMEICEY HEE

FHEORE

R R AR NAGERIESE 3mg [FFP), KRR UVIGEEHSE Smg [FFP), R3x~SULHEEH OD
3mg [FFP), Kx~U VIR OD 82 bmg [FFP) 1%, B8 L7 A VA7 7 —~ SRR R E
HL L U CERATE 0331015 S CERL 17 46 3 H 31 ANCES X, BB KO T IEZ R E, ZEME
ARBR, AW R RIS A2 FE M L, 2011 4F 7 AR A RIS L. 2011 48 11 A EfdiL7z,
2013 4F 6 HICHEIEEIZRRZR SBENS HEIZED [T Yoo ~—RERAIEIC BT 5 B AVEE
PROMEFTINE] ) (2B D hEES R K ONHIER BEOEGRZ B Lz, 2013 4E 8 HIZ KR~ LIk
#i8E 10mg [FFP| &N KRR ~_2)UHERsHE OD $& 10mg [FFP) O#&GEAZES L, 2013 4F 12 AIZ
L7z, 2019 4F 3 A LV HARK T 7 — vkt SLE IR e AR 2 4G/ L7, 2019 4 7 H
2 T B —/MABIEEINE S 331 2 RREMESE R OMETTHNH] | (2 R85 2 2hEERh R X OVHIE R DO &R
G LT,

B DGRBS

(1) RRADVERBEOEREFIE T EFLal) oo 27 5 —PORWHECTH 5, 21U LY
WMNT EFLal B2 EINSE, TV oA ~—RERHE CRld LA INN = 1) L AFEh
BRARDKBEIR T2 WET 5, 7277 L, IMOZEMEEREZ Db O Z8H 2 ERIE2 L, ( TVLEE
IEFICET A EE 2 3KHER) A2

(2) ERZEIWER BEEARR) & LT, QT &K, (ESEIA (torsades de pointes L) . ILE
e, AR SERE. FAELE, SERIR, DJ0Ov o, kM, DFEE, DFL. HItEES.
+ZIEEEB TR, HIEE M., P&, AFEEERES. A, RERE. im, MnEEE.
SRS IRIEE, EBMEEIREE (Syndrome malin) | HEEGFRAMRAE., MPIREREE, AMEX, AUE
EE, RETFEDIERIE. M/MGEDAHE S TS, (IVILZet (EfEOEES) (2
B4+ 2IEA SEWEM 22H)

B O BE|EHFE

(1) Rkl OD 88 [FFP) 135D FIZOWMER 2 5HH S5 TR S5 L, BREL R
DL TIRAFTRETH D, £/~ KTRATHZEHTES, ( VILLLeM (EH EoEESs)
BT 2 HE 140EH EOEE] 250

(2) R~V VHEEEHT OD 82 TFFP) 13 HMWAIE LTAZ Ta—A&2HML W5, ( TIV. 5|
BT AEE 2. BAIOMER #5HR)

WIEERAICE L CTRAMIT RNEHHN
W EFE BT 2 &R,
BB HEET A N7 A %
RMP ( ['T.6.RMP Offf#| DEZBH)
BV X7 f/MbiGEh & L c [EEEEE T EM  EEFERAT A R, FRRITER
THERR S LTV B EH (http://www.kyosomirai-p.co.jp/medical/top.htm])
- BEMNTEM  BEROBEOFEMT ST Ly B
( IXII. f§#%) DEBHR)

A4 Fv, RS

o | B |2 B

B HHEET A K Z 1
PRl A oo R B SFIEm A
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L E—/IMAZUERENAE (Z &5 I % FRENAESE AR D 1 THI I
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BRI 2 A0 (L e —/ MARIERAE)
BREEASERI T DA (L B —/ MATRIEERSE)
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BB 22 2 EREARTEE) BNV A 7 B/ IMbiES)
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II. /AFICET HIEH

1. BR5E4
(1) Fn4
RNV VIR SE 3mg [FFP]
R 3~ AR SE 5mg [FFP)
R~V SE 10mg [FFP)
RV OD $E 3mg [FFP)
R 32V OD §E 5mg [FFP)
R 32V OD §2 10mg [FFP)

(2 4
Donepezil Hydrochloride Tablets 3mg FFP|
Donepezil Hydrochloride Tablets 5mg FFP|
Donepezil Hydrochloride Tablets 10mg [FFP]
Donepezil Hydrochloride OD Tablets 3mg [FFP|
Donepezil Hydrochloride OD Tablets 5mg [FFP|
Donepezil Hydrochloride OD Tablets 10mg FFP]

(3) ZAFROHk
—i& HATE R (s + [Sit4 (BE) )
AR 0922001 5 CERL 1749 A 22 H) 123-5<

2. —fa%
(1) Fd @sik)
R~ VIS (JAN)

(2 4 (@Wmalh)
Donepezil Hydrochloride (JAN). Donepezil (INN)

(3) AT L (stem)
A<HH
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232 0 CaaH2oNO3 « HC1




418 : 415.95

5. ILF& (k) XIFFE
(2R9-2-[(1-Benzylpiperidin-4-yl)methyll-5,6-dimethoxy-2,3-dihydro-1 A-inden-1-one

monohydrochloride (IUPAC)
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IV. S&IICEIT5IEH

1. #IRz
D APEOX

Rp~_oVEReESE [FFP) @ 7 (Vb a— R
R~V OD 88 [FFP) : 88 (DIZENARESE)

() BHIOIMBEI OPER

VAN YA X
Bi5e4, 4, + FIE — v m
wm | Ew | g | OE | RS ) EE
(mm) | (mm) (mg)
RV SE DT 4 VD EE p .
3mg [FFP) S g Tyl 3 71| K32 | 140
KRR FRREE HaD 7 4 LA FF Y Y
5mg [FFP) _— 42 5 7.1 | K932 | 140
RRA_UEIESE | IO 7 LA FF . .
10mg FFP) o R w3, |10 K86 | fia.4 | 278
- TEDIRHE #8. #I3.
ODi3mg TFFP) B ODFRGE 164 3 #18.0 | #13.0 | 170
RNV FF
- DFRHE #I8. #I3.
ODé5mg [FFP) HEDFE 165 S #8.0 | #13.0 | 170
R~ VIiERRE ™ FF
YR DI #99. 4.
OD#¢10mg FEFP) WAREBDHSE s, | 10 £19.0 | #94.0 | 280
3 #pj=a—FK
s, RARAVNVHGRESSE 3mg R UGS Smg R URRHESE 10mg
] B FF FF FF
IS Tan
WA 141 142 143
RLAETT BEAIZ BEAIZ BEAIZ
s R VAR OD B RAADVAIRE OD B RS VA OD 6
R 3mg [FFP] 5mg [FFP] 10mg [FFP]
A B FF FF FF
T
WA 164 165 166
FLEEGIT BEAIZE A BEAIZ BEAIZE
(4) RFIOHEDO
Wi, RARARUGFRESE 3mg RARARUERESE 5mg RS E 10mg
- FFP) [FFP) FFP)
T (N) 99.2 101.2 120.9




Wi R U OD £E R~V OD §E 5mg R U OD £E
- 3mg [FFP FFP 10mg [FFP)
i J|

A 11~15 7~12 12~18
€]

e (N) 44.4 43.6 50.4
(B) D
BRI L
2. BHIDHER

(1) A2psy (&) D& BN ORI

D Rx~oufifsthise [FFP)

s, RAALDVIRRRESE 3mg | RS/ UHERRIEEE bmg | K % X ¥ L 15 g i 8¢
’ 'FFP] [FFP] 10mg FFP]
By | BRI RRXUVERE | BR RAXUERE | BR KR XU VR R
(1gE) | Smg &FH 5mg &H 10mg &4
KR fEmE L e —A hyERaLF LS B Red S aeiern—
N AL ATT VU~ R UL, B0 An—R <27 1d—)L 6000, B{bF#
V. BT v oosany
B = ek | - | — Rk
NI IETES
R WINERY
FLUBE KT RIS
fEintE e —2 imviZal
NERaLF LS HRLEEF]
t Refs7oeitilo—=z AEGH
ATT ) R TR T A TEIRA
v aAa—2A a—7 4 T H
~ 7 1 =2—,L 6000 a—7 1 Al
felb T4 a—7 4 Al
Y24 a—7 4 A
Jvoosan JERAEA
O = TSR (RS VIERRESE Smg [FFP) D7) Al
gk (RRASUUIERAYESE 10mg [FFP) D7) A

2) RR~U)UERAE OD 6 [FFP)

. RV OD $E | R~ S/UEREH OD 88 | R~V OD 62
Bk | 5 g TFFP) 5mg [FFP) 10mg [FFP

ARGy | B RXAXRDVERRE | BR R ULVERBE | B R3O Vg
1&H) | Smg &fF 5mg &AH 10mg &H

cNvERaA LTIy TAXE, I Aa—AF )T A D—vr =k,

. i —A BT AT VI =T A, 1: FeXs 7Fa b /)L AZ—F 7uaR

RE R, A7 Fu—R ZATT U~ T F T L
= ks | — | = bk




AN H

|17l WINE R
KyERaLTL Sy ETEA
TR A RRTEZA)
TNV AT—AF Y 7L =pall
D—~y =}F—/L A

BRI AT NVI= A, B REXF IO 2Z—F fE -
RETEA

ira—=A

7 aZRE R il
AT T a—A HIRA
AT TN AR~ TR T A NG
o = TR sk (R3~SUEREHE OD 8 3mg [FFP| DOZ) HEH
=R (RSO UIERRE OD §E 10mg [FFP) D7) & Al

(2) EELEDOPRE
BRI L

(3) i

BRI L

. MTBRROERRUERE
Y LA

i i
A% L7

| BAT BRI DS DI
MR L

. BRIDOBREBEHTICHEITARES
(D RRAAUEEGESE 3mg [FFP) @

G -
PRIFAAE PRIFIEHE PRAFIIM g
40+1°C, 7T5+5%RH | fcf&aldEili 6 /1 HFEN

HHE - PRIR, MR, SR R R

FIRAABR
RAFZRM RAFTERE PRAFHI] S
25+2°C, 60+5%RH oA, 34 KikgAN

HHE - PRIR, MERdeR, SRS R R




SEEHRIRRE D22 E AR
ABROTRIE PRIFERA: RIFIERE PRI i
T 60+2°C Bt (Bt AR | 3 » A X |2£Q
23049°C ‘ 1%H R - O bH Y
T 7&$%ﬁ1 Bilte (Bl o AR | 3 » A R - O bH Y
6 % H AL O b 0
It 1000Lux B | BHA (v —1) 120 7 Lux - hr | Z(k72 L
HH PRk R SR EE (B5)
(2) RR~LVHREESE 5mg [FFP) @
s
PRAFSE RAFIERE PRATHAH] R
40+£1°C. 75+5%RH B aliERLE,  (PTP i) 6 FASN
40+1°C., 75+5%RH B aEERLT (O T Al 6 » H FEEN
THE - Mk, fealaRBh, BRI —ME VR, EEE
FHR A5
PRAFSE RAFRE PRATHAH] RS
25+2°C. 60+5%RH B alEsl,  (PTP i 34 FRASEN
25+2°C. 60+5%RH BofEIERIE, (ONTaRER) 34 FAEN
HE MR, MesaER, RAES M, A, EER
SEAIRIRAE D 22 E MR B -
ABROTRIE RATSME: PRATIERE PRAFHIH] i
e 60+2°C Bike (&= 2h) | 3 » H ZEleie L
e igﬁfRH Bt (865 20 | 6 5 A Bl L
Rt 1000Lux HUH | Bk v —1) 120 /7 Lux * hr el
HA :PRER, M, S8 EE (&5
(3) FR_UVHERAESE 10mg [FFP) ©
DR
PRATSA: RIFIERE PRATHIH] Fti o
40+1°C. 75+5%RH BRI, 6 1A HisEN
THE : Mk, fealakBh, BRI VR, EER
TR AR
RS RAFIRE PRAFHR AR
25+2°C. 60+:5%RH Ee &AL, 34F HEN

THA - VRIR, MRS, BRI, ERE



I e RIRRE D ZZE VSR -

FRBROFESE RAFSME: RAFIRE PRI i
T 60+2°C Bt (Bt AR | 3 » A el
30+2°C. 145 H AL - OO EH
St 75+5%RH BtE (BaHZ 2 | 3 » A Blia L
6 H HEE . RO EH
W 1000Lux ¥R | B (v —1) 120 /5 Lux - hr | Z{t7e L
HE R, EHE, S8 HE (&35)
(4) FxAS2LHRRE OD $E 3mg [FFP| @
s
PRATERE A7 RE PRAEHI it
40+1°C. 75£5%RH B IR, 6 % H K&
THH - MRIR, meERRBR, pENE. BRI TEHE. L. MR
FHIRA AR
RS PRATIERE PRAEHI fti
25+2°C. 60+5%RH Bk el dER 34 FEN
HE : MRIR, MR, B, SRS, W, EEE, MR
fEARRRE D22 E M AR |
REROFESE RAFEA RAFINE PRI TS
S 60+2°C Bt (Bt o A | 1 » A e
25 H AR 2 EH Y (BRI
3 »H AR 2 EH Y (BRI
T 30+2°C, Bt (Bt o A | 1 » A WHEE - 2k D
75+5%RH 2% H R - Z2MbH Y
3% H TERE - 2k D
W 1000Lux PR | Bl v —1) 120 J7 Lux * hr | Z{b7e L

IEH cPRIR VAR, SR MUEERAER, AR, B (%)

(5) KA~V OD $E 5mg [FFP| ©

TR
PRATERE PRAFIRE PRATHAR FER
40+1°C. 75+5%RH B eI AL, 6 % H HIEEN

THHE - PRIR, SRR,

FIRAABR
RAFZRM RAFTERE PRAFHI] S
25+2°C, 60+5%RH o rI AL, 3F i)

HH - MR TR,

10

RRgE, BUAIA—IE, vaHE, BT, ARG

ArsrE, SRR, TAHE, EETA. AU




SRR O ZZE MR

FRBROFESE RAFSME: PRAFIERE PRATHIR i
JIME 60+2°C EilEs 144 PRI 2B(bdH D (BIEN)
F&EHT 7 2 | 2 % A PRIK (kD (BIHEN)
TAEER 2D (BRI
35 A PER : 20 SN
MRS . 2D (BFES
T 30+2°C, FilEs 15 H R 2bH Y
75+5%RH BT 7 AHR) | 2 # A R - 2{bdH Y
35 A TIREER . 2 EH Y (BRI
05 N (9 oY))
r i 1000Lux RS | BRA% 120 7 Lux-hr | 2k L
v—1)
THH : PRIk, WEHvE, & MR, B, I (B5)
6) FxASLHRAH OD $E 10mg [FFP) ©
IR -
RS PRATIERE PRAEHI fEio
40+1°C, 75+5%RH B IR, 6 1A HIFEA

THH - VRIR, MEERUR, FRERIE, SR, TRHIE, EREE WUERUR

R T
PATSA: {RAFFERE PRATHAR] FER
25+2°C. 60+5%RH e a R, 34 FEN

THH - PRIR, MERERER, AR, SRS PSR ERIA MR

I ZEIRRB D Z2E MR -

SRR PRAFERAE PRAFIERE TRAFHIH] Fti
1% A X |9/3®

JE 60+2°C Bite GEETT 2K | 2 # H FEERER . 2 bV (I
34 A TEERRER . 2 bV AL

3049°C 1% A W - 2k D

i 7515%1}}1 Bite (#BtahZ AR | 2 » A FHEE - (kb0
3#»H EEE - Z2MbH Y

L 1000Lux H¥H | B (v —L) 120 J7 Lux *hr | 2472 L

IEH - PRIR VAR, SR MUEERAER, AR, I (B3%)

. ARERARRORENE

BB

. fFl e DEAERIE WBEEEFRIZEIL)

HRLEERIR L

11




9. A
(1) FR_ONERESE 3mg [FFP] @

N~ RS Smg [FFP ) GEAHR 7 7—) FONSHEIA] (G, 13S0 LB LT 3mg)
D N DA S, VAN & O RO SR R LT, CORE, [HRE
SRR A KT A > 4. ISHRBIOEIEOHIE] 1R HEET 5 &, W Phos)
BTINT HIEHEEBERLLL T 5 SHEShis,

[ pH1.2 50rpm ] [ pH5.0 50rpm ]

120 ¢ 120 ¢

100 100 |
3 80 R 80
# o0 *‘a‘a’r 60 |
& 10 —8— FARUIEFIESE3mel FFP W oa0 f —— FRARTLIEEEIE SE3mel FFP |

2 —Oo— 1REHFIEEH]. 3me) 20 | —O— EAERFNEEH]. 3mg)

0o 0 ©
0 10 15
508 (min) 0 ® B min) "
[ pH6.8 50rpm ] [ /K 50rpm ]

120 120

100 | 100
S 80t s 80
# 60 | B 60
{3‘4-2[3 40 + —8— FARARTUIEEIE SE3mel FFP {3413 40 —8— FRRUJVIGELIE §E3mel FFP |

20 —O0— ZHERFI(EEH]. 3mg) 20 | —O— {ZAEHH|(FEHI. 3mg)

00C 1 0 C
0 10 15 0 5 15
B8 (min) B (min)
[ pH6.8 100rpm ] rpm BRI HE
Hig | 153NS 85%LL st

120 priL. L7,

100 | Hso | 15 IILINITEE) 85% LA HEAH
I pH6.8 15 3LIPNIZ ) 859U Hnt
F —— FARYLIEEEE G 3mel FFP) ' L7 _

o » —o— {BHREBKI(GEHF]. 3mg) 7J< 157L§J\U\Wﬁiqzi@85%ui:{§ﬂj
i L7

0o 15 Z3LANI ) 85%LA HEAH
o 5 10 .5 100 pH6.8 -

¥ (min) (n:12)

12



@) RRAUEIESE 5Smg [FFP) ©

R VHERE 5mg [FFP) GERIRRY 7 —~) MOMFEHERG (e, R~V s LT bmg)

D b TOEYPFHREMEER LD, WA & 0 mRFIOUNEAHERS LT, TORR, [HRFEE
SERDOAMPFRIRMEER T A KT A 2 4. ORI HE) (T HET D L&, WIhob
BTN THIEHEED L L T)D L HE S,

BHE (%)

BHE (%)

A E (%)

120
100
80
60
40
20

[ pH1.2 50rpm ]

—8— RFRARY)LIEFIE§ESmel FFP
—O0— {ZERFI(FEH. 5me)

100 r

10 15
B fE (min)

[ pH6.8 50rpm ]

—o— RRRULIEEEE §25mel FFP
—o— ZAEHKIERHE]. 5me)

120
100

10
B (min)

[ pH1.2 100rpm ]

—8— RARART LG E §E5mel FFP |
—O— 1ZHEHHI(FEH. Sme)

10
B (min)

[ pH4.0 50rpm ]

120
100
S 8 r
g 60 I
K40 —8— KR LIERIR S5 me FFP)
20 | —o— BHEUHIGEHI. Sme)
0o
0 10 15
B (min)
[ /K 50rpm ]
120
100
S 80
# 60
3:,?9 40 —8— RRRUUIEEIE §E5mel FFP
. —o— {BEMHGEHI. Sme)
0 ¢
0 5 10 15
BfE (min)
rpm| FRERIK e
pH1g | 1B LIS 85%LL LAt L
pH4.0 | 1B LIS 85%LL AL
0 e | 1B AT S T
K| BT 85% L L
100| pHLz | 1 APPIC PRI 8SVAT LIATITL
T

13
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(3) R IVHIAEEE 10mg [FFP) ©
RN SIS 10mg [FFP) & BEHEBAIOISHESBIOSIHE AR5 70, (RIS
RIS 157421 (PR ISEE 11 24 1 SSRAATE 1124004 5) 1SR Vs i
L7

[pH1.2, 50rpm ] [pH4.0, 50rpm ]
100 B 100 -
~ 80 r __ 80
S S
w 60T w60
A 7
@ 40 - w40 -
~ —8— AR JUEBIE S 10mel FFP ) i —8— FRRULIEFIE R 10me FFP
20 ¢ —Oo— {EA WG, 10mg) 2 —o— {BAEBFIEGEH. 10me)
0 ¢ e . L
0 5 10 15 0 5 10 15
R (min) #508 (min)
[pH6.8. 50rpm ] [/k. 50rpm ]
100 | 100 |
.80 a0t
S S
FTI- 60 g 60 |
x| =
w40 —8— PRI EBIERIOmel FFP AT e FAAU LGB Omel FFP ]
20 —o— FEREWHIGEAL. 10mg) 20 —o— {BAEWHIGEH. 10me)
0cC 0 © . A
0 5 10 15 0 5 10 15
%8 (min) B (min)
[pH1.2. 100rpm ]
100 —0 —0
80 f
X
ﬁ 60
?;% 40 —8— R LIGELIEEE10mel FFP |
20 b —O0— ZEAERFIEEHI. 10mg)
0 ©
0 5 10 15
B8 (min)
# i HZENC T 2 5REIE BB R M ORI o0 - HH =R o BL i)
e FEEHE L) KRRt EE .
ARBRSAE el % )
(#E4]. 10mg) 10mg FFP]
mlisge | ABRIK | BRIURRR R % PR R %
pH1.2 15 43 92.5 93.6 Py
pH4.0 15 43 95.0 94.1 pkey
50rpm AN S A
pH6.8 15 %) 93.9 92.4 A
7K 15 43 95.0 92.2 pkey
100rpm | pH1.2 15 4y 100.6 100.3 ey

BIEEZL DA FRINRIFNERIR T A BT A ATHEN RRADUVEFRIESE 10mg [FFP) & ATHERGHI OS]
PEE RS 2 7ol A T o ToRER, 5 R CICBW TS Lz, AR =S8 JXE(E
THD LRI,

14



BHE(%)

BHE(%)

BHE(%)

(4) R~V OD §E 3mg [FFP) 10
RAAVERRE OD $E 3mg [FFP) GRAOKRY 7—~) KONWEMERG] (RIENRERE, N ouf

[ pH1.2 50rpm ]

120
100
80
60
40 r —8— RRRULIEEEIEODEE3mg FFP |
20 —O— ZERFN (O FEM FRIESE. 3me)
0 ©
0 5 10 15
B fE (min)
[ pH6.8 50rpm ]
120
100 |
80
60 I
40 o oos
—8— AU JUIEFEIEODEE3me FFP |
20 —Oo— EABIF| (O RN FRIESE. 3mg)
0 © L L )
0 5 10 15

120
100

B (min)
[ pH3.0 100rpm ]

—8— RFAARTLIEFEIEODEE3mel FFP
—Oo— RAERK| (O RN EFREE, 3me)

0 5 10 15

BFFE (min)

120 r
100 r

BHE (%)
3

gL LT 3mg) Dt M TOAMFRIRIFMEABRIIENT D, IHEINS 10 MO AHER L, £
Diftife, RIEEZS O AR A RT A > 4. WHEEhOBEMEDOHE] (206 HET S
L& WINOGAITEOTHIREEEEEL L T 5 LHES U,

[ pH3.0 50rpm ]

—8— RRRYLIEEEIEODEE3me FFP |
—Oo— ZHBF| (O AN FRIESE. 3mg)

120 ¢

100 t

I (%)

15
Bl (min)

[ /K 50rpm ]

—8— RRRY)UIEEEIEODEE3mel FFP |

—Oo— RERF (OPENFHIEEE. 3me)

0 60 120 180 240 300 360
B (min)
rpm ARl e
AN DS R S EOANERA
pH1.2 ';35' L)/:ffg\lj\?kﬁﬂj 85% LI
IND =74 o/ NS
pHS.0 ';35' L)/:ffg\lj\?kﬁﬂj 85% LI
AN DS R S EOANERA
50 pH6.8 .1{35' Lj}g\lj\?kﬁi@ 85% LI
HIER AV NZRNT, R
7K FlE  AEAERIR D£12% D
FHIZH T,
IND E A LS o/ NN
100 pH3.0 1m5 ivfﬁjlﬁkfrﬁj 85% LA

SCHITERA L NI AR D AR ISR D1 2% Dt % § TRT, (0=12)

15




BHE (%)

BHE (%)

BHIE (%)

(5) R~V OD #E 5mg [FFP) 0

R VIR OD $E 5mg [FFP) (BAISR T 7 —~) ROMSHERGR| (MPENgise, RrrSoui
fat e LT hmg) DOt N COAYHANREMERBN I, IRHPFENC X 0 mRAIOEDIME 2R LT, ©
DOFER, TEREIRSEOEYANREMERRTA RT A2 4. IRHEEEIOERIEOHIE ) ([ZhE HES S &
&, WTNOLEITROTHIEHZEEN AL L T)D SHESH,

[ pH1.2 50rpm ]

120
100
80
60
0 r —8— KA LEBIEODEE5mal FFP
20 —Oo— {ZHEHFI(ORE M HR IR EE. Sme)
0 c 1 1 ]
0 5 10 15
B (min)
[ pH6.8 50rpm ]
120 r
100
80
60
40 r o o
—8— RRRYJLIEEEEODEESmel FFP |
20 —Oo— ZAEHFN(ORENERIESE. 5me)
0 o - . .
0 5 10 15
& (min)
[ pH3.0 100rpm ]
120 r
100 ® 2
80
60
40 —8— RARYLIEERIEODEESmgl FFP
2 —o— EUHORA RIS, 5mo
0 ©
0 5 10 15
R (min)

120
100 r

BHE (%)

1

1

BHIEE (%)

80 r
60
40
20

20
00 |
80 |

[ pH3.0 50rpm ]

—8— RRATJLIEFEIEODSES mel FFP
—O— RHERFI(OFE N FAIREE. 5me)

15
B (min)

[ /K 50rpm ]

—8— RARRYLIEFEIEODEESme FFP |
—O0— {ZHERFI(ORE M AR IR EE. Sme)

60 120 180 240 300 360
B (min)

rpm | BRI i
pH1.2 | 15 LI 85% ) HaH L=,
pH3.0 | 15 5L ) 85% ) HaH L=,
50 | pH6.8 | 15 LI 85% L HasH LT,

X HER A/NTINT, RIS
YERIE D+12% OFIPHI 3> - 77,

100 | pH3.0 | 15 0PI 85% Lk HAH LT,

SCHITERA > MTIs1T D REHERAI DR D1 2% DT 4 § TRT, (0=12)

16




(6) R~V OD $& 10mg [FFP) 02
[k OD § 10mg TFFP) & BEBAIDWSHIEBIO B A WA 5100, IR
PRSI A 742 ) (Tik 1815 110 24 B SEAFATENS 1124004 5) S0 WAEiRBR

% FzhE LT,
[pH1.2, 50rpm ] [pH3.0, 50rpm ]
100 100
.80 s f
< S
_|:+ 60 ﬁ 60 F
3 a0 F
kS —8— RARARYLIEEEEODSE10mgl FFP e —8— FARRULIEEEIEODER 10mel FFP
20 r —O— {EREBHI(O RN AR, 10me) 20 r —O— {BAEBUF(O RN FESR. 10me)
06 ) ) 0d . . 5
0 5 10 15 0 5 10 15
B (min) Bl (min)
[pH6.8, 50rpm ] [’k. 50rpm ]
100
80

BHE (%)
3

—— FARRYLIEFIEODSEE10mel FFP |
—o— ZHEMAI(OPEMAIIESRE. 10mg)

0 5 10 15
BE 8 (min)

[pH3.0, 100rpm ]

100
80
S
W 60
H a0 —e— FRATLIEBIEODE 1 Omel FFP
0 —o— JERACER LR, 10me)
00 s
0 5 10 15
Bl (min)

IR DHELE (

B (%)

20

—8— FARRJLIEEEIEODER 10mgl FFP

—Oo— FRERFI(OFEMN FRIREE. 10me)

0 60

120 180 240 300 360
Bl (min)

AR A S OV MR 0D M- 257 HH R O BLR)

PEAERLH RS L
ARSI (BEA, HE5E 10mg .
\/l :—‘—»L‘/ »I =
10meg) "FFP, W) E HIE
mlEs% | BBRIR | SRR | PR | R Y 7
pH1.2 15 4y 97.2 84.4 12.8 +15% Py
pH3.0 15 %7 93.8 79.9 13.9 +15% Bk
50rpm | pH6.8 15 4y 97.8 94.8 - 85%LL ey
5% 32.0 24.2 7.8 .
Vi +9% =
K 360 4y 48.8 55.6 6.8 9% B
100rpm | pH3.0 15 4y 100.1 100.3 - 85%LL I ke

BRIESL DL ARIRIFMERER T A BT A ATHE RV OD $E 10mg [FFP) & ATHERSS
DIFUMEZIRRT T D T2 OIABREAT S TR, b RFETITRWTHEIECES L1272, mRAIDEHZE
NI TH 5 LrE e,

17



10. e - @&
(D) RSV EIR S - 3 MBS s+ DRI BIT D 1R
B L7

(2 ik

R VIEREESE S3mg TFFP) (PTP a3y 1488 (14 FEx1)

28 #E (14 #Ex2)

R VIEREESE bmg [FFP) (PTP ald%) 56 8 (14 Hiex4)

140 & (14 $8x10)

(T 100 #E

R~ VERESE 10mg [FFP) (PTP 213%) 56 8¢ (14 $iEx4)
RRAUVERE OD 2 3 mg [FFP) (PTP3%%) 14488 (14 $8x 1)
28 B¢ (14 $Ex 2)
RAAVGREHT OD $8 5 mg [FFP) (PTP @3%) 56 &2 (14 $x 4)
140 2 (14 $£x10)
N3~ UIGREHT OD 82 10mg [FFP) (PTP @) 56 §E (14 Ex 4)
140 2 (14 $8x10)

B Tl E
LA

(4 REOME
PTP : RV =L T (LA, TV =0 L
NRIR PRy = F L
NIRMFY v (RoFAHE) RV T7re Ly (R T LRy %)

1. BhgREHESh S EMER
FENRANN

12. £t
FERIEO— LFIRANZ % BERRA > % Cov M AEEO S FEA s E A - A
(X% 2. 2DOMOB R 22H)

18



V. ARICEEY HEE

1. RmREXIIRR
T A~ —FUERFRE L OV B —/ MARERRVIEL Z 36U 2 REBAMEREIR O T4

2. MREXIIHRICELET HIFE

GHREXIIZhRIZEHET HERLDFE>

T ILYINA I—BIEBENEI 2 H 1 B EREMEREIR DA THIH

1. ARANL, T oA ~—REREE L2l S BT oORSHT5 Z &,

L E—/IMAZUEBANEI 285 1 B ERENGEREAR DA THIH

1. AFNE. Lo/ MARERENEORR M LS X | EERBIEOMAESIC L) L E—/)
(RRERSE & W SN HBE IO 2 &)

2. FEHELR « ATEIEE X A AR DA M TR S AL TURL Y,

mEhREE

1. BHIT I oA~ —BERHNE N OV B/ MAREEEEDIRREZE O b ODOHI T IS5 L9
D E 12y (N EQAVAIAN

2. T IV A = —FERHE K OV b IMATRIEEEE LIS OFBRYEMR R W CARFI O H 2 e
PRI TN,

3. AERUVA=Z
(1) RIELOHEOfE

T IV YA T —BEBEMEI 2 H 1T B FREMAEAEAR DT THIH
BE, BAIZIEFRRO)UEEIEE LT 1 B 18 3mg MoBHAL. 1~2 BEfEEIC Smg (TS L.
BO®KET 5, BEQTILYNA I—EEBAGEREICIE, dng T4 BRI LZEE. 10mg ICTIEE
T3, BH. ERIZKYEERET 5,

L E—/IMABUEBANEI 28 1 B ERANEREAR DAEFTHIH
BE, BAIZIZFRRO)UEEEE LT 1 B 18 3mg MoBHAL., 1~2 BEfEEIC Smg (TS L.
#0595, bng T4ERELLEEE®, 10mg (TEBET 5, 4H. ERIZKY bng FTHETE
%

@ FHER OTH RORERE -
MR L

4. AERUVAZICEAET SEE

<AERUVA=ZICEREY HFERALDFE>
1. 3mg/ HESIIAMHETIT <, HEERREWER OFRELZMZ 2 B0, JFHIE LT 1~2
WEEEL THERA LW &,
2. 10mg/ BITHET 2581, e REERICERE LR bk 5952 &,
3. BEENEE. FiEhFOBHEOL & TRETH L,
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5. EREREUE
(1) BRT—F Ry lr—
BRI L

@) IR
M EERMR L

@) RS
el L

(4)  FRREgRRER
1) AxhREERER
AR L

2) AN
MBI L

() B - R
M EERMR L

(6) JHEMEEH
1) R (R TR, e ARG, ARG . RS ST—4
ARG, RS TRIERRBR O
MR L
2) GRS L U CHEIETEDONE XTI Ui - sl
- FRERRRERE (L B/ MIRERAE - RIEH) (2 E)
- ISR EERERER (L —/ MABERAE) (FEHETE)

7) o
R L
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VI FEShIEIR(CEHJHIER

1. FEPHCERESH DL EMRIT L EWEE
BV, VNARFT I BT o8I BAKRE
R BEO D HIEEMOMRE « IRFIIROUBN LELZSRS D &,

2. FIE(EA
(1) VEFIEBOL - VEFIRERO9
R AU OVEFTFI I 7 B F L a ) =27 5 —E O riiHETH 5, ZIUT LY KN
TEFNa ) CEERINEHE, T A~ —AEREE TR HAVDIMN 2 U A FEARR O
BEIK N 2UGET D, 7272 L, BMOBMEEFEZ O O ZMHIT 2 1ERIZZ2 0,

() % FAHT 2 aRBRAG
BRI L

(3) VEFIFETIRFR] - FRgRe
MER R L
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VI. ZEYEIREICREI SIEH

1. MAREDHR
(1) 1B AR AR
NEE R L

(2) FEAAER CHEE S ALz I HREE

1) RFx~SUVIERAESE Smg [FFP) 09 ¢ R~ UIEIRAYESE Smg [FFP) & AEUERIRIZ . 7 1o 24—
NREICE D ENEN LB (RRASVERE & LT 3mg) RS I HE R R O e 5 L
TIAEF AR RNRE A E L, 156N YERE T A —4% (AUC, Cmax) (22 T 90%(E4#H
XA CHEHT 21T 728558, log (0.80) ~log (1.25) DEIPANTH V| MEFIOA IR
FEMEDHER I,

HENRT A—H BBEINT A—H
AUCo-144 Cmax Tmax tie
(ng-hr/mL) (ng/mL) (hr) (hr)
S ‘\/\O‘:/\‘/I/Lﬁ ;L.""i&_"vr._>
) R | 9000424148 | 5264095 24+05 7174183
3mg 'FFP]
# YETILX
Eﬁﬁ%ﬁj 226.36+44.14 | 5.05+1.05 2.6+0.5 73.6+10.1
EEHl, 3mg)
(Mean + S.D., n=24)
7
> —— FRADLIEEIE S 3me FFP)
= —o— BRI (241, 3me)
£ 4 Mean=£S.D., n=24
=
a0,
b
K 2
21

0 24 48 72 96 120 144
R[] (hr)

MAEARESTF NS AUC, Cmax F00/37 A—2 13, #ERE OBIR, (REOBRERHL - o5k
KM LS TR D ATREMED B 5,

TEFIDFITE T A —32 ORHEHBEDFHEDZED 90%IS5EXH
INT A—K AUCo-144 Cmax
SEHEDFED 90% I EHEX[H] 1og(0.9909)~1log(1.0466) 1og(0.9947)~1og(1.1003)
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2) KR VHERAESE bmg [FFP) 9 1 R~ LHEReHESE Smg [FFP) & ASHERIA|Z . 7 o 24—
NEZE OV FNTN L EE (RSO UEERER & LT bmg) R A B CHE AR AR O 5- L
TR RRE A RIE L, SO e <7 A —4 (AUC, Cmax) (22 T 90%(544
KRS TR 21T o 72R5 5. log (0.80) ~log (1.25) DOFPANTH V. LA AMAIR)
SR ST,

TNENRE/ AT A—4

HIE ST A—H BHEINTAH
AUCo-144 Cmax Tmax tue
(ng*hr/mL) (ng/mL) (hr) (hr)
< \\ °oxY I/iJ/]F_"l ;L\uiE‘\,
RASSIVRRESE | oo 0727961 | 9.82+1.32 2.3+05 60.1+14.2
5mg [FFP]
YL
PRI 387.01+85.68 | 9.59+1.65 2.4+0.6 57.3+13.4
(F&Al, 5mg)

(Mean + S.D., n=24)

12 r
E 10 1 - o
"5 —o— P~ LIEEEESmel FFP)
:i 8 H —O— BB (B Sme)
% Mean=*+S5.D., n=24
£ 6
2
-\é Ea
& 2
0 - 1 | 1 1 1 J
0 24 48 72 96 120 144

RE[E] (hr)

MAEFRERTF NS AUC, Cmax 00737 A—2 13, #ERE OBUR, (REOBRERHL - il o5k
KA LS TR D ATREMED B 5,

MEFIDFIFE/ T A —2 ORI EEHED FEDZED 90%(EFEXE
INT A—K AUCo-144 Cmax

SEHHEDFED 90% I EHEX ] 1og(0.9687)~1og(1.0364) 1og(0.9872)~1og(1.0721)
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3) RNARAUVEREESE 10mg [FFP) 0 : R~ UERSESE 10mg [FFP) CAEERFIZ, 7
AR LD ENEI 1 FE (RRASO/VEREE S LT 10mg) fERERA S AT &R HLERE O
G- U TS PR AR 2 E L, 45572 iig <7 A — % (AUC, Cmax) (22T 90%
{EHEX A TR HIRNT 24T > 7oA log (0.80) ~log (1.25) OFIHANTH V. ML 4
HIRISMED R S T,

EYENEE/ NS A —4

HE AT A—R BEINTG A—H
AUCo-144 Cmax Tmax o
(ng*hr/mL) (ng/mL) (hr) (hr)
- \\ °oxY I/iJ/]F_"l ;L\'_iE‘\,
FASSIRRIRSE | g1 00+ 17054 | 26554601 21406 59.6+11.8
10mg [FFP]
A
SRRl 796.27+164.41 | 25.05+627 2.1+0.38 62.8:+ 16.4
(FEAl, 10mg)

(Mean + S.D., n=27)

—
=

—— KAL) LIEERIE & 10mgl FFP )
—O— FEHERUA) (FEH), 10mg)

Mean*5.D., n=27

0o
=

=
/
i

i 95 P A ZE (A BE (ng/mL)

ﬂ L 1 L 1
0 24 48 72 96 120 144
B H] (hr)

MAFFFRESTONE AUC, Cmax F00/3T A—2 3, #EE OBR, (AEROTREUREEL - IR ORER
KM LS TERRDATREMD B 2,

HEFIDFITE, T A —F ORI EHEDFHEDZED 90% (SRR A
INT A—H AUCo-144 Cmax

EHHEDFED 90%(EFEX ] log(1.005)~1og(1.063) log(0.987)~1og(1.147)
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4)  FRAVHEREE OD 8 3mg [FFP 07 0 RRA~UUEREHE OD 6 Smg [FFP) & AEHERLA| %
I AF— R LD FNEIN L EE (KR~ OUEREE & L C 3mg) fEEREA S 1 S i Rr ]
PG OKTIRMAOKZ: UTIRE) U CIE P ARZ AR ZE L, 15 b shie <2
A—2% (AUC, Cmax) {22V T 90%(EFEX VA TR HEIT 21T > 72855 log (0.80) ~log (1.25)
OFEPANTH 0, WREI DAY FIRE D R ST,

4-1) K CHRA
FEYBIRE/ NS A —4
HE T A—H BHEINT A
AUCo 144 Cmax Tmax tie
(ng*hr/mL) (ng/mL) (hr) (hr)
B RS I/j;]/fﬁ“ ;L‘”iﬁ
RASVRIREOD | oar 164331 | 5284074 3.0+16 63.0+ 145
#E 3mg [FFP]
ARHERH
s 234.82 + 48.4 .06+£0.71 0=x0. J71+£18.1
(e, 3me) 34.8 8.49 5.06£0.7 3.0+0.8 63.7+ 18

(Mean + S.D., n=22)

-1
1

o]
T

—8— FARAL LI EEODEE3me FFP)
—O— 1 HERY A (0 P D BEEE L 3me)
MeanXx5.D., n=22

L = o
I

b3

i 3 P AZEA L B BE (ng/mL)

[ B
———

24 48 72 96 120 144
IE(H] (hr)

=

EFIDFITE, \T A —3 DRI EHEDFEDZED 90%(EREX A
INT A—H AUCo-144 Cmax

SEHEDZETD 90% (3] 1og(0.9825) ~log(1.0449) log(1.0064)~1og(1.0871)
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4-2) JK7¢ U CHRA

MBI 5 A—4

HE/NT A—H BAEINT A—H
AUCo-144 Cmax Tmax tie
(ng-hr/mL) (ng/mL) (hr) (hr)
R~ UERHE OD
% 3mg [FFP) 233.23+46.95 5.04+1.01 3.0+0.9 69.3+14.1
FEEHERLA
oo x4, 2o+ 1. Ox1. .ox 1o.

(FIPEPfEEE . Sme) 242.35+ 47.25 5.23+1.01 3.0+1.0 68.6+16.4

i B o AR 2L AR (ng/mL)

(Mean + S.D., n=24)

-8 Fa AT LIS EEODEE3mel FFP
—O— PR (O e A ST . Sme)

Mean=5.D., n=24

72 96 120 144
e (hr)

MAEFRERFONE AUC, Cmax 0037 A—2 3, #ERE OBUR, (RNEOPRERHL - BrfilE o5k
KL - TERRDATREMD B 2,

HSFIDFITE \Z A —F DXBEHBEDTIHEDZED 90%{EREX ]

INT A=A

AUCO—>144 Crnax

EEHEDZED 90%(EHEX

1og(0.9385)~10g(0.9873) log(0.9211)~1og(1.0051)
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5 RRAUUEREHE OD 8 5mg [FFP) 1® : K3~ U OD 62 5mg [FFP) & AEHERLA %
I AF— R LD FNEN L EE (KR~ O)UEREE & U C bmg) fEEREA S 1 S i Rr A
PG OKTIRMAOKZ: UTIRE) U CIE P ARZ AR ZE L, 15 b shie <2
A—2% (AUC, Cmax) {22V T 90%(EFEX VA TR HEIT 21T > 72855 log (0.80) ~log (1.25)
OFEPANTH 0, WREI DAY FIRE D R ST,

5-1) 7K CHRA
TNENRE NS A—4
HENT A—H BEINT A—H
AUCo 144 Cmax Tmax tie
(ng-hr/mL) (ng/mL) (hr) (hr)
S T
]\Z,:\ >V R OD 456.06 + 94.63 12.31 +£2.92 2.1+0.6 63.9+12.8
#& 5mg [FFP)
AL
L e s 448.35 + 93.40 11.91+2.30 2.4+0.6 63.7+10.7
(AVENAAEESE, Smg)

16
14 H
12
10§

1 8 P A ZE (b {48 BE (ng/mL)
oo

(Mean + S.D., n=22)

—8— Fa AL LB B E ODEE Smel FFP
—O— G AR (O A R EEE . Smeg)
Mean®5.D,, n=22

2
0 . . \ . .
0 24 48 72 120 144
I (hr)
RRFIDFIE T A —3 OXAHEHEDTHEDZED 90%(EFEXE
INT A—H AUCo-144 Cmax
SEAHEDFED 0%, EHEXH 1og(0.9768)~1log(1.0509) log(0.9650)~1og(1.0815)
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5-2) /K72 L CHRA

MBI 5 A—4

HIENTA—=F

BENTA—H

AUCo-144 Cmax Tmax tie
(ng-hr/mL) (ng/mL) (hr) (hr)
R~ UERHE OD
% 5mg [FFP) 395.02 + 86.56 9.89+ 2.40 27+1.0 65.3+14.1
FEEHERLA
34+ (2. 40+ 1. 9+ 1. O0x£9.
(FIPESEsE. 5me) 402.84 +72.24 9.43+1.87 29+1.1 63.0+9.4

16
14 F
12
10

B (ng/mL)

iy
Sy

ifn 45 P R 22 L A
o

(Mean + S.D., n=23)

—o— R~ LIEEEODEE Smel FFP
—O— g AR (O BE N R EEEE, Smg)
Mean*5.D., n=23

24 48

72
] (hr)

120

144

MAEFRERFONE AUC, Cmax 0037 A—2 3, #ERE OBUR, (RNEOPRERHL - BrfilE o5k
KL - TERRDATREMD B 2,

HSFIDFITE \Z A —F DXBEHBEDTIHEDZED 90%{EREX ]

INT A=A

AUCo-144

Cmax

EENEDZED 90%(EHEX

log(0.9512)~1og(1.0060)

log(0.9843)~log(1.1141)
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6) N3V OD 8 10mg [FFP) 19 : R~ U OD § 10mg [FFP) & AEHERLS|%
I AT —NEIC LY ENEIL L $E (RRUiIER & LT 10mg) FEERRA 1 HE AR
FEREO$BE OKCIRARUYKZ: LTIRM) U IR AR ENREEZHIE L, S0 3psEhe N
7 A—% (AUC, Cmax) (22T 90%(EHEX A TR T 21T > 7oiE 8, log (0.80) ~log

(1.25) OFPFANTH Y . WA ED AR D R S T,
6-1) K TR
TNENRE NS A—4
HE T A—H BHEINTA—H
AUCo-144 Cmax Tmax tie
(ng-hr/mL) (ng/mL) (hr) (hr)
R~ VIGREHT OD
4 10mg [FFP) 978.88+223.08 | 31.07+6.76 2.1+05 56.7+9.8
FEVERLH|
1o+ . 12+4. 4+£0. A+ 8.
(FMAHSE. 10mg) 929.15+206.01 | 29.12+4.91 2.4+0.6 55.1+ 8.7
(Mean + S.D., n=28)
1(}. ~
r — o FARAT LI EEODS 10mg FFP)
230 —O— ERHRUA ( (I REPIM R . 10mg)
% Mean%35.D., n=28
%= 20
=
.'%
210
& —
= ——
X —_.
[} (1 L 1 I
72 96 120 144
FI] (hr)
AHFIDFITE T A —3 DIHEHEDFHEDED 90%ISFEXH
INT A—H AUCo-144 Cmax
SEHHEDFED 90%(EFEX ] log(1.018)~1og(1.087) log(1.008)~1og(1.113)

29




6-2) /K72 L CHRA
EFRE/ NS A —4

ST A—H BBEINTG A—H
AUCo-144 Cmax Tmax tie
(ng-hr/mL) (ng/mL) (hr) (hr)
N \\ o l/j:ﬁ faiﬁOD \,r"’
RS TILAR | g1754s92042 | 27154638 9.3+ 0.7 59.149.7
10mg [FFP|
FEUERLA|
N 896,40+ 177.76 |  27.11+5.70 95+0.8 57.9+10.8
(BENARESE, 10mg)

(Mean + S.D., n=27)
r'":l -

—@— FRAL LIRS ODEE 10me FFP )
—O— FEALR] (O P HA B EE, 10mg)
Mean®5.D., n=27

L] Gt
[ ] [ ]

i B A2 b AR BE (ng/mL)

U ‘_ A | 1 .I 1 ]
0 24 48 72 96 120 144
¥R (hr)
MAEFEEENFONT AUC, Cmax Z50/37 A —H2 1L, Wlg OER, AROBEIEEL - B0 ER
K K- TR D AIREMED B 5,

HSFIDFITE NS A —F DXBEAHBEDTIHEDZED 90%{EREX ]

INT A—K AUCo-144 Cmax
SESEDED 0% X 10g(0.977) ~1og(1.064) 10g(0.940)~1og(1.062)
(3 ik
FRER R L

(4) & - PR
VILZzete (ER EovEES) (SR 2HE  THAEMER] 228

2. EYNEREIRII/NT A —A
(1) fEtrsik
BRI L

@ WITHEEH
MR L

() THIHEE
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HRLEEE L

@ 7VT77 A
R L

(6) SR
MR L

6 *ofh
RREER L

3. BER REaL—3Y) @i
(1) fHTE
MER R L

@ /57 A— 2 LBEA
HRLEEEH L

4. AR
MR L

(D) tivite—RBIP
MR L

@ it — WA
MRV L

@) Fit~ OB
T v MTUC— FASUUERR AR ARG Lo L & FHP~BAT3 2 Z L0580 6T,

@ Bie~OBTHE
MR L

() ZOMORMAOBITHE
LRI L

6) MIEEARESR

AR L

6.
(1) PRI O
AEE R L
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Q) RHNCBEG oBER (CYPS) D41l &h=R
AL, FE& UTHDEIER CYP3A4 KO8 CYP2D6 TRE =5,

(8) WIELEERERDA N, O DEE
BRI L

@ (HOTFEOERR OV, (FELLE
LRI L

T Bt
LRI L

8. FSURIR—A2—IZBEHT S1EH
MER R L

9. BHFICKDBRER
AHND DV NTZ ONGENT (IEEAT, MRS SUIMERE) (Z&VRETE 2008 9 NI
T D,

10. HEOEREHRT 5B
HRLEEH L

11. Zhith
FRZ72 L
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VI &2t (EALOIESF) (B8 5EH

(£ 25 & =7 4 — GO 2013 (2 HEHD)

ERABEZTDER
TE STV

T I

2. ERNBELXNER (RAIFERZEV)

BES ROBEICITES LA L)
ARG UTE Y 2 RFEIR T TEBUEORE RO & 2

3. MEEXIIEhRIZEHET 5 LDFE & ZDEH

SHREXIINRIZBEET HERALDFED>
T ILYINA I—BIEBEMEI 2 T B ERAERER DI THIH
1. AL, T A ~—RERRYE & W SN EBE I COMERTH Z &,
L E—/IMABIERANE 2 5 | B EREMEAE R D THIH
1. AANE, U/ MIRERENE ORI R D& | )7 BRSO A LD L e/
(RRERSVE & W SN OIMERT 5 Z &,
2. FEMELR - TTEIEE I D AR OA M IHER S LTV euy,
mEREE
1. AHIRT WY A~ —RERFYE KON & — MARERHEDRREE D & OO T2 5 &9
RIS DT,
2. T IIA = —AERENE L N ) MARERHMELIS N OFEEMEMR I I N TARFIO A 20 A
REITURLY,

4. FERUVHAZICEET HFERALOEE S ZNER

<AERUVHA=ICEREY 5FERALDFE>
1. 3mg/ HEGIIADHAETIIZR L HbasRBWER ORELZMZ 5 B0 T, JFAIE LT 1~2 i
A THEHR LN &
2. 10mg/ BT ET 25413, THEEREWERICIER L o595 2 &,
3. ERUEEE, FiEEOEHOL ETRETHZE,

5. EERSNE L ZTDEH

1. EERE (ROEBIZTERIZETEHL)
AFNIT BTN AT T —BHEAITHY . 2V AEEMWEERIC X 0 LIRS TR L
TURERZ BRI /REMN 5 D 1 OIEEICR G35 Z &,

(1) TAAREIEGERE, BN A EEA TSR =D RO 3 5 B3 REMFRRIERC L 0 1Rk
&H D WNINENRA L Z 3 RIREMED N B D, ]

() MEMHEBOBHFRED® D IEAT oA R REEREARR G- P ORE (BRI OV
EIEEh O L VMBS 2 B L S D AlREED B D, ]

(3) &VE I B S IPASENERR B OB IR & 5 B [&UE 3T OUUHE & ORE SRR 5y ie D TUiE
(2 E VIERDES LT A RIREE DN B D, ]

(4) BEAIMEREE (/8= VU7, 28— AEEREEE) Db D HERE [ERMADa ) L p it A itk
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T2 Z LIS KY | SEREFFSUIHTES D TREMED D D, ]

6. ERLGERIE L ZDEREMLUESE

(1)

2

)
4)

(5)
©)

@)

2. ERELGEANER

AFNOF Gz LY, QT IER., =481 (torsades de pointes 251 ¢) . (DEEAMEY, TRANESEGERE,
ML, SERIR, L7 vy (AE7ayr, BEIay7) ERHLbAZ LERHHDT,
FROUOER (FEZE, FpBYE, OAES) AT 2EECEMERT (K ) U AMEE) O
LREFEHEC, BEETUTI L,

LB/ IMARERAE T, B EATREWENSHIIR SIS, &2\ TG % B DR OSEHRIME
WEZATOHE, ARIOREIZEY | SRS EE LI £ DEADA HILTND Z
LD, EERERICEAT LWL D BIE A H0IATV, JERIZES U CRE ST -7 L) /el
BEITHZ &,

fDFRAHYEMIRAR & OERIZWNEET 5 Z &,

TEMM CERESEERA 21T O SEE OIRREA MR L, AFIBE G TR DIVRWEA ., 1BIR L
e DA AN

DT eF N2l AT T —EHEERE AT HEEE (W72 I%) LW &,
T IV NA o —TERFE KON L — IMARERAE CIE,  HBhE OO ERE DMK %
AREMER D D, Flo, AFNCK Y, EFFEE., o2V, IRKERH LN ZENHHDOT, HE)
H ORI 2 O MR OB R HEE LW I ) BSR4 5 Z &y

( RxA~LHERRNE OD 82 [FFP) )

AFNTAMEN TR T 525, PIEOREDBIIN S D Z L3722, BEER TR TIRARAT Z
&, (MBAEDEFE) 0BEER)

7. HHEEA

[ RfIE, & U RIS CYP3A4 O CYP2D6 TR S5,

(1) DRAIEER & £ D

BRIESI T

2 BHHER L 2O

HAIE GRICEETSHZY)

EFlaF RERIEIR - HHETIE W - fElREF
AXHYA b= NHEYKED | st 28RS FTREMEAN & | OF HIREA o0 B Mt A st b A
Z Do MRS 5 IREMA B 5,
= U ISR WA ERZ2 &2 U il | AFE & bic=a Y AEEED
TRFa ) A TEHIDSER SN FIREED D D, | TEIA = AL EH L TD,

al) v AT T —EHEH]

T Ta = N
AN a— U

T T =T LTIV
3620

TR = KN
CAF T R
v RAF7 I R
FAAFT I
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CYP3AFHZEA
A FZ7atry—i
T Au~vA L

TaEs ) TF AR
AARNTT T4

X = U KR

AFNORHZIAEF L, 1EH 2853
SELAREMD B D,

PEREAIOF 7 v —2P450
(CYP3A4) FHEAEAIZX
50

PEREEFIOF 7 1 —2P450
(CYP2D6) BHEMEAIZ X
50

N2\l =V
TXHAL
TJx= AV

T )V E R —)L
V77 B A

AFN OBt L, ER 278
SEDFHEMN D D,

PERZRADOF k7 71— 2P450
(CYP3A4) OF#E|IzL 5,

HA T U A
FUAF T == iER
b=}
|l = SN AN /=113
~ T a— EREEKF )
A F Xt
=SNG /=175 R

7 ha v Rkbi=al Al
TFNAART I B
VN =R = s

AAN L= Y CFNTENN T
L. ENENOMREHETSHED
ATREMEDS 8 %o

AFKIEHi=2 U LHIOVERDS, 8
HITHETT 5,

HAT v A PHHHIEERA]

THALPEIRIG 2 Z 9 rRe D &
60

2 Y ROIEIZ LD BRIy
WMsES L5,

8. BWER

(1) BWEHOBEE

AFN ARG S O RIVE I FERBARE DS & 72 DA 2 580 L Tl vl

(2)  ERALRINER & AIHER

(1) EXGEWER (RERE)

1)

QT #ER. (Z4F18 (torsades de pointes Z&d)) . (LEME). RASEREE. RiEL. SERIK.
70wy, %k QT iR, D=4 (torsades de pointes 237 ¢) . EEHIED, AN SIEGRE,
AR, BERIK DY ayy (WE7vyr, BE7av 7). KMhd oo, fEIRCES
ZEBRBHDLDOT, ZOX I IIERNG LA, BEEFIET 57 Sl AvE AT
e,

IDEEE, DAL DIHIZE, DARERH HOND ZENHHDT, ZO XD 7ERNH bbbt
AL, BT 57 EEUEEITH Z L,

SHIEMEEE., + 1B EBETL. JHIEEHIL : AKlD = U AREVERNC L 2 Bl & ONE L E
BOMREIC K> T etEs (8 - +8BE5) . + fBiBanziLl, ME i s 6o
ZEBHDHDOT, ZOLXHIERN G BN AaITiE, B2 IET 57 Sy vEl AT
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10)

11)

12)
13)

Z&,

BR3¢, BHERERESE. 3|0 TR ITRERES, PEAHODOND ZLDHLDT, BEDFEO LI
et &GZ2 T 57 ElEtauE A T 2 L,

RRtESEtE, Ruttm, RXmEREE « BMIErE (TAD A, BT | M, i EREE ) S 5
L2 EMBHHDT, ZOXIIIERNH HONIZHAITIE, 52 PIET 57 St liE 217
2z L,

HASNIES « ), EEGH, AR YT, DA b= R RS, S TR, B
W SEEEFFEOHMIMNEEENHOOND ZENHLDOT, ZOX I RERN S bbbl
Bl G2 PR 57 B EE T &,

EMEREIRRE (Syndrome malin) : MEENRER, SREEOOMHRR, HETIREE SR MmAEOLRE), FETE
DFBLL, ZIUTHE R EREDHONL5E1E, &G 2L, KAl K - EfEEHEFO4E
HEH L & BITHEEREAAT O Z &, AERERACIE, AMmEROEICILE CK (CPK) L5
MHRHIND ZENEL, Fo, IFT B EUVIREMN D BHHEOIK FTRALND Z L RH D,
TERUFRAERIE « BREUTRMRIED B Do D Z LB L DT, BIEZ ATV, PR, &
CK (CPK) L& kOSP4 7 n ey ERERD GO EaIllE b2k, &)
IRAUEZAT D Z &, Eio, MBUHRIMREIC L 5B EREEOREEET 52 &,

PFIREREE - FRINEED o DO D Z LN HD T, 2D X 5 RIERD & b OIallid, &5%
kL, @WOREZITS Z &,

SRR SIHER D D BN D Z LR H DO T, BEDRRD DNIIFEITIR &EE2TIET 57
EHYIIMMEZRAT O Z &,

SHEEREE  AMEEEN S HOND ZENHLDOT, BERLO bNIGAITIR &E5E2FIkT
%78 ETEGIIAEEAT O Z L,

[RETEADZASE

M/ MR - v IMEIRD 38 B0 D Z L D3 DO T, MR EOBIEL 2 04TV, B
D ONTHEITE, 85 ETIET 57 SR EZTTO T L&,

3 ZOtOFEIEH

2) ZDHtDEIER

SRR

BEUEY | W5, 7O

HAEZR BACRR, WEs War, TR R, (ERL, BRIE, e TRET, HISE

iR | BB NME NI, IR, SRWE 2R, BB HAR, =AE ZE 815
O, BERE, Ve N i 29, BRKRE, SEEL. B

iR - Prfm, I, SR, OFE, B
RAHAHER
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fEiRes 012N 112 S N 112 X3 S == 5 B Y RTINS 22 P NV NI )

MAFRER BUN® B JRIZEE BUR, JRPH

& HIMERED, ~~ h27 U MERD, Al
xaoli! CK (CPK). #=aLA7m—, b 7UEIA R TIT7—8 RKT7IT7—

VOESA, Bk o< iSE F, AERD. Zm, I
T, FETT. BUEVEIE, FEEN

i)

DX IERDH DO HEITE, e TIkd5 28,
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() T BRI AR BUALE R ORISR —
MBI L

of

(G) R, AOHE, BEEROFOAEE SRIORER RS
ACHEE R L

6) FT LT AR OS5 ERLE

BES (ROBEICETRELGNI L)
ARG T~ 2 RIS LEREORE RO & 5 4

9. BEE~DIRE
FRIE SFUTUVRWN

10. bR, ELR. IREUFE~ADRES

5. 1R, EiR. REUFEFE~DRE

1) TR SUTHRE L TWO D aREEO & Dl NZIL, 1 COa M kit % BRl 5 Sl S o856
OB ES 52 L, [EWER (5 v MO 10mgkg) THAEROBUD . FERERSEEE OB O
ARG REDO BN E SN Tnd, ]

Q) FAF OISO GITRET 5 = ENEE LUV, AT HRE T 2854513. iS5
&, [Ty MZUC— RO UEREZ NG L& &, BT Z &8 b T
W5, ]

11. /MNREADERE

6. INREADZRE
SN 56T DM IS LUy (i FREERDN 720 Y) |
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