3ELINY

* % 20235 HET (5520R)

* 2023FARELET GBUR FRERE) 32)1,0 )\ 7 —8Y, L & — KBS R
KL B IR PR R

BTA - ERRAF
B : 3F

R

CIENWUYSE v i

BAGREERIEES
87119

NNV )bisess ODs3merr=77)
P*’\)\lbiﬁwﬁ ODs5mgro=77
R &N Y bizss ODsz10mgror=77

Donepezil Hydrochloride OD Tablets 3mg * 5mg ¢ 10mg “Chemiphar”

E)EE-BASEONFZICLVERT S L

OD#E3mg
22300AMX00825000
20114E11AH

OD#E5mg
22300AMX00826000
20114114

OD#E10mg
22500AMX01437000
20134124

ARES
AR7CRaYE

2. BB (ROFJBHICEFRELEBVI L)
RENDOREDXIZERY P 2 FEAEIT0 UIBBUE O BHEE

NN

B7ILI= 4
S w2 v o
WA —F, fE&
tia—x, 7u
ARE RV, X7

BR7ILI= 4

S w2 v o

WVRY —F, &
tia—x, 7u
ARE RV, AT

DB EE
3. f8mk - R
3.1 #8mK
R ARV VRS | B3 ROIVIERRIE | R AR IVIEREE
IR7E4 OD##3mg OD#E5mg OD#£10mg
(r377] r3i77] (3771
B |(HR) FARVV|(HE) FARVIV|(HE) A9
(15E) IEME3mg HEEESmg HE#E10mg
A==l ARy v e B0 AV Ny S w e 70 AV
VA% N AN S IVE N AN @ V= SV -
ANAT—=ZAF MALAT—=ZF M AHNLAT—AF b
Yoh, D-v>=|\UY7AL, D-v>= UYL, D-v =
b=y BT A| b=y BT A | M=, BT A

[ =y JVNN
b Roxy oy
WAY —F. §E&
tia—x, 7u
ARE RV, ZT

00— R, B@TU—RA, AFT|T0—R, =
ST, AT VBB TRV EEE. AT T v
TV TR Y| L B~ 7 A
/N
3.2 REIDOMIR
RARIIAEREIE | R A RYIVIEREIE | R 2RV IVIGEERE
HR7E4 OD#$E3mg OD#$E5mg OD#$E10mg
[r3i77] [r3i77] [r377]
TR HEOFRE HEa DR R DFSE
= NC NC NC
D3 D5 D10
py
I — — ]
[EXES 8.0mm 8.0mm 9.0mm
B 3.0mm 3.0mm 4.0mm
HE 170mg 170mg 280mg
Al — K NC D3 NC D5 NC D10

4. FEENIFFR
%”J%ﬂﬁﬁ%o)ﬁhﬂﬂﬁﬂ

5. FHEN FHRICEIET 3R

(GhEEHE)
5.1 KEI»T

IIINA 7 —FUER

HHER O L & —/IMERIERAIRE D

REEZ DL DODOETZMET 2 VNI FBEIIFELNT W

(20

5.2 7)1/‘71\47
HIFEHEE R
5.3 DR %DI“W%%&@?E‘EU

BIERANE K O L & —/IME
:bb!’(zliﬁ'@ﬁxf)ﬁ IR N TN,
ICHET DI &,

BUERAELISL D FR

(FIVY INA I —BIFRAMEE(C &1 D ERAAEAEIA DL THN L)

5.4 KFNZ, TLINALT

HFHT2Z &,
(L E— ) ABISRANEC B T 2 RFEREIR OETHIFI)
SRAERBICKERE L. [17. BREE] 0EONE
IZDOWTHFICIEF LB ZDIREDOT T, LE—

*5.5 AN

IMARIER
BEFIZED LE—/ME

— I EH

inu%ﬂﬁt%%ﬁéﬂfilﬁﬁt:@ﬁ

FRED R SRR ICE D &, B EREED

RIERAVE E 2 s, RAIOEA
PEY EHWSNI-BZFICORMERT L &,

*5.6 FEMAEIR - ITHIRE. 2RERERIC

g B AA OB

(L FERR éﬂ’(b\f;b! [17.1.3, 17.1.4, 17.2.1 ]

*6. FAERUAZ

(7Y NA < —BIERHIREIC BT B SRADEREIR DESTHIH)
BE. BAICIE FAXYI)VIERE S U TIHIERBmg? 5 5
AL, | ~2E%ICSSmgIc#EE L. BRORET 2. BED
7’)1/‘7/\4' <~ —RISBAIEREE 113, Smg THBR L R,
10mgIC &I 5, 4B, FERICK DEERERET 5.

(Le —lJ VABYERKIAEIC 33T B SRANGEREIR DES TN
EHE. BRAICIE R R VERE S L CIHIE3mg? 5 5
e L. 1~2EM%ICSmgICBR L, BOKE5T 2. 5SmgT4
B EREE%, 10mglcElE T 5. 4B, ERICED5Smg
FTHETE 5,
BERIRI2ARE S CEERIC, RAMEERTE, BERUR
- EE D S BMEEROEIEIC & 2 G EHE 2170,
’E%Dﬁi‘éﬁu\ AR - TERE. BEEGIESERAMNIC
FHE L TRAT 1w R Xﬁ%i[ﬁ]é LHITE WA
& H®E2HIEd 2L, BEFMKIZERE X TORRMET
liOFERICED ERGMGE LA L2 HETH>Th, EM
BT 21T\ B GO G2 ¥l 2 2 &

ﬁ&l)ﬁﬁ;luﬁﬁ:@?%&%

7 1 3mg/ HESIZAEMAE TIEIZ L, HLERENEROREZ
M2 BENZOT, JRAE L TI~2BMZBATHERALZ W
&,

7.2 10mg/ HIZHEET 25513, HLEREIERIC
PoREITBHI L,

7.3 EIEEEE, REZEOBHOL ETHRETHI &,

8. EEREANEER

8.1 L —/MERIZZAME T, HEEEHESHIREENS, &
HVITEYIGE 2 ET EEOHMAEINERELZEHT 515
Ay REIOHEICE D, HENBREELORERI T E
HERBHSNT NS t#e\i%&ﬁﬁuﬁﬁbam
LOBEETDITVL, ERIOS U CEE X dd ks &
Y MEE{T> 2 &, [11.1.6 B8]

EHIR IR E 2 1T O SR EOREEIEE L., KA

BETHRPRD LN WIESE, BREKELZWVW L,

o7t FLa) v T ATF S —YHEEEREZET 5 EME

(T35 LBV &,

TIVYNA v —RIERAER O L ¥ —/MERIZRANETIZ, B

BEOESESOBWIRMEENPE T T 2SN H 5, F

7o RANCK D, BiEE, oFv, BREEPH5HNS

ZENHBHDOT. BEEOBEEREE D R OREIC

RELEZWE D BESITHDICHAT S &,

9. HEDNDERZHAIDEEICHI IR
9.1 GHE - BIFEEDH D EE
9.1.1 RE (DBEHMEE. RIBE. DEES) 287 3EE.
EMERE (BEHUDLIMESE) DHZEE
QTEE. DEHHIA (Torsade de pointes® &), i
SN AR RAEERE RE L SERIR D72y 7 (R
B7uv 7. BEIUvY) ERHobhbdl Db 5,
[11.1.1 =]

FEELE

8.2
8.3
8.4

9.1.2 AALEREE. DEANUEEESHICEREZEDLE
BDHDEE
HTEMFERBUERIC K D IRIRD 2 W IXRBARZ# Z 97T
BEMED D 5o

9.1.3 HILEEBRDEEEDH 2 EE
B R W O fEE K THLEES O(REIC & 0 HEIRIEE
EELEE BTN D B



9.1.4 IEXHEXBEHAEEMKBROEHEEDS 5 EE
SUESCFBA QP & B SRR WO TUE IS K D AE

KBS HATRE

DD %,

9.1.5 #ASNIBIEE (IN—F VY UK. N—F2 Y VIEIREEE)

DHBEE

WEEOI ) Y REREETUET 2 &ICK D FEERZR
FNIIIBET LAY D 5,

9.5 ¥Ti%

PRI SASIEAR L C W B ATREME D & 5 ARz,

BETOH

wiEr Rt e EE2 RIS NS HEIC0AKET 5T

Eo
BHYER (T v MEOLI0mg/kg) THARORED, FEER
SEE DMK CERFEOEMITFIPRE SN TS,

9.6 {%FLIW

BEEOAREROCRBAREORRELZEE L, FAOM
Fe 32 a9 5 Z Lo
F v MIHC- FARYIUERRIEZ BOKRS Lic & &, it
HFABITT 2 EPROLNT VD,

9.7 INR

NRFEZNRE U7 BRI ERMR L Tz,

10. HEEH

FANZ, F& U TEMAHBERCYP3A4R U—HEBCYP2D6

TR#=ND. [16

4 2]

10.2 HHAEER (HAICERTSZI L)

A% HARER - SEESER | BT - fERET
A A b= LR | A5 (L 2 3R S| O 28 AL O i o il
itk 2R D Do R R L

BATREMER B 5o
) VHREA] WERRERBUER 2 | ARl & bicay ¥
TeFLaY AEEY (Ea) CRBERA EBEOER A =
AT a= LEY) (BRSNS AEEES | XLEF LTV,
NR& 33— VIEE H5o

TITRZTLFINY

.

1.1,
1.1,
1.1,

1.1,

1.

1.
1.
1.
1.

1

SOHENEE (8 - TiERER) (0.1%K6H). T4

BBl GREAM). SEEEHM (0.1%5KiH)
RENO ) VIREERIC & 5 BB WR OHLEES)
DREIC L - THILRES (8 - +2HBEE). +=
EREELETL. HILBHRMAHS5bNsZENH 5.
ﬂ;?ﬂ}(ﬁﬂfgﬁﬁ)\ﬂ?%ﬁﬁﬂﬁg (0.1~1%K) EE (3

5 BtEFEIE (TAD A, BEE) (0.1~ 1%KR) . B,
RHMEEEE (£0.1%Kim)

6 SEANIRREE (7L YN ~ —BIEBAE 0. 1 ~ 1 %Ki,
L & —/IMARIERAINE © 9.5%)

HEH, EHEF. VAFXTVT. YA M7, RE,
REEREE), HITRY. BREY, SHEREZOHMK
HNEEENHSDONIEZ ENDH S, (8.1 ]

7 EBMEREE (Syndrome malin) (0.1% )

MEEER, SRE O/ TR, WENREE, SR, MEOEE,
HFEPRRL., TN EREBEDPALONDIGEE
1 S xdIEL. AEHL k- BREAEESZO2S
BIE LB ICHY R NEEITS C Lo ARERIERICI,
HMIROEIMPMMIECKD LA P AH SN D ENEL,
F/o. IATUECVREEDBRECKTHALND
ZENHBo
IEIEARIARAE (SHEEANER)
. B CKER. MmHRUORBIF oLy
FREN D obnEEIE, HEE2PIEL, B
BEITH Lo Fiz. BUHRAEIC L2 2HEBRED
FIEIOERT A &,

9 FRIRAEE (0.1%iH)

10 SHEEER (0. 1%K0)

1 SHBEE (0.1%FKH)

12 [RRATRBADZZAGE (0. 1%H)

13 MRS (0. 19 Ki)

11.2 Z0ftDEHER

oL 1~3%KiH | 0.1~1%i | 0.1%Kim | SEEAH
a9 Y I AT 5 —BIREF] BHE FE . R
7R = LR HILER BACRRE. TE(EFE. (EAL. UREE |HE N fEE,
JRAFT I VR . @, [EREE
EYRRF 7Rk i
AFAFTIVE R R BB, A, RR, |V R — 77| EE
CYP3AFHEA AH O R = EE FHEHOF ~ 7 o— RR. SR )& Z 7
A +FaFry—) L. fEf # s 8|LP450 (CYP3A4) B, R, HA BIRRE.
T)RAuvA v rE HHREEN D S, FHEEAIC K 5. =, 2. 28, &
TaEIYTF AT 5o, WG
[iar) AR - KA M, JREE. BER. Bk
AANTT T4 TRER HEWV
F =V UEEBIE KNS PRZEROF Fro— FF R LDH. AST. ALT.
2 P450 (CYP2D6) v-GTP. Al-PO®
PHEMERIC K %, I
HINTEE AH O R E AR E PHEROF N a— TEERAY giE, MmE LS. IDEAHE
TFTERH XYY L. fEf % E5 S8 |LP450 (CYP3A4) MEET. =W
TJr=hAY HAREEN D B o DFEIZL B, BAMIGHE, DEE
Tz ) NLEY—)L AR
DA AL WRES BUN® k&, R FREA
FARETT T U Al AElEFTY VENX | AF EHRTY VAHIO REE SHR
FIAFTT2ZVVHEVICTEHL, 2N|ERAD. HEICER [l HERED. A<
IERIE FNOMRZBHES |9 50 7R N =R
CONTF OEBE | SRS H D, A, &l
YYF I VERREK Z Ot CK. 3L A7 | AL 8. |56 7F. M
(S =l RUZY B, B, SR
B T IRRIES IR, 7IT— | ik
7 hubrRiray) VAl P.R7ITS—F
TFLAARTIVE nER fﬁ‘ﬁrﬁfﬁ
14 ]
7 kY R AR T L T

W

FEAT O A WIEIE K
Al

HLEEEZEC Y
AREEPH %,

2 YROMIEIC L
0 B R S

N5

1. ElfeR

ROBWERDPHSDONEZENH LD T, BEEZ 7147
VW, BEDPEO S NIEEIERESERIET 2% EHET)

WEZITH &,
1.1 EXBEIHER

1M.1.1 QTEER (0.1~1%*Km). DESEIH (Torsade de
pointesZ = L), (DEME). AFDIEIREE. BELE.
BEERIR (FHEARH), DJ0vT (RE2OvI.
BEJOYT). KM (£0.1~1%KiH)
MEILICES 2 ENDH B, [9.1.1 2]

11.1.2 DEREE, DAL (0. 1%FKH)

HEHE L, BERVCFEEDO T LY NA < —RIERHIE
AR E COBKRBECHEARERE. SE07 LY
NA 7 —BIZBANER OV L ¥ —/MABI SR AE A EE & T D
BRRBOER2HDOETEH L,

13. BEKS
13.1 fER

JV I ATI—FYEEFOBERSIIEELER. &
M. FREE. FIT. RIR. EILE. MG B, g
FOWEEEDO 1Y) V REIERAZ5 SR IR REELH 5.
FRNOEEELH D, FRFHOFBICIDETICES
ZELHnED,

13.2 W&

T b O VBREBREKI O XD w3RT I Ry v
BIPRAOBERSOBRBERE LTHERATE2, 7o
VR D1.0~2.0mgz fIHHx S8 & L TEE
U BRRISICESWTZOROHABZRD 2, 1D
) EBETIIAR T =T LRI YAIEGFAE LT



B MERTMABPRREIC LS EMBRESNT
Wb,

14. BRLDER

14.1 SERIBAHFOER

14.1.1 PTPREOEFIIPTPY — b2 SWO H L CTIRAT 5
EOEHT B &, PTPY— FOBMBKICE D, BLH
IS RERBEARIA L, FICEELE B L THER
AREDEELGHELHETHI LB S,

14.2 FRIBRAROER

14.2.1 KANIFED LICOE THREZRBEE 2 ERHET 27
&, Kie UCIRATIRECH 5. F/z. KTRATAHZ &
bTE D,

14.2.2 AHIZEFEORETIR KB LTRASEANI &

15. ZDMDEE

15.1 BRIRERICE D 1B

HENC B W T NINDS-AIRENZS W E:#E 1 &5 L 7= I
BWHRAE (REDIZEAREKR) L2ishi-BE%
R (T IINA < —BIEERHNE & 221 S 7z BEIXRRAL)
12671 A D 75 2 RN IRV R BB R B3R 5=
STz, BPIORBOIETRIZ N3 RYIVIEREIESMg
BE1.0% (2/198(1) « B 2V IIEERIE10mgEE2.4% (5/206
Bl) ROTZEREE3.5% (7/196]) TH - 7=,
2EHORBOFETRIT N ARV IVIEEEESMgRE].9%
(4/20861). R xRV IVIEEIEIOMgEEL.4% (3/215641)
KOT 71 REE0.5% (1/19361) Tdh -7z, 3BE DR
DFTRIE R AR IIERRIES MR . 7% (11/64861)
U752 RE0% (0/326f1) T 0 mEEREICHETHER 22
BRENHONT, B, 3REZEDELIEERII N A
RYNERRE (SmgKk'10mg) BE1.7%. 75 REEL. 1%
THolW MetFNRBEBEZII L -7z,
JEBSPRERER ICE D < 158R

BMEER ((X) T F¥ 32 - RUMNLEY =L
BAF Ry bV E Y — VR R IC R ARVIVIERRIE %
ﬁ%bt%é\WWW%ﬁE%bn%tuéottwﬁ
EDDH 5.

16. FAPENRE

16.1 MEE

16.1.1 BEES
REERABF 2RI, fEAl 2R NREERO/REG Lz
LEORBMBFEFEE (Crax) ROMEEAERE — R
BTEE (AUC) I3RS BOBEIMIKEL TEL B> 7.
5mg i3 10mgH [ SR B 1 2 M BIRE/ ST X — %
ERIORLEZY,

fRREALA B T125mg I 10mg B [ fE % 5 U 7z R 0 S Bh sk
T X —% ($EH])

15.2

BEE Crax tmax AUC ti2 CL/F
(ng/mL) (hr) |(ng-hr/mL)| (hr) | (L/hr/kg)

5meg 9.97 3.00 591.72 89.3 0.141
+2.08 +1.10 +155.87 +£36.0 | £0.040

10mg 28.09 2.42 1098.40 75.7 0.153
+9.81 +1.24 +304.63 +17.3 +0.043

CL/F:#7IV7I7 VR

16.1.2 RigRS
BERAS T2 RIC, $EAISmg X 38mg™ % 1 H1[E
AHBRERO®REG Uiz, RIEHSEZOMEBEFEEIX
B E5%NLERM TEFREBIGEL, B/ED 2 VIXERN
FrEICE LIV EEZ 5N,

16.1.3 &EAPFHIESF SR
(RERIIVEEHEODEE3IME [5=T 7))
RAx_RYIIEBRIEODS3mg [ 37 7] &7 )&
FD$E3mg® . 7 0 A% —N—IEIC L D ENFNIEE (R
FRUVEERIE L L T3mg) BRAABFICHEREE
BO%S (K7 Ui (n=24) ROYKTIRE (n=22))
UM REAREZRE L, Fo N EMHE
N?X—? (AUC\ Cmax) LZ’JLVC%%%?EIXFBWXK
THREHERIT 21T - 7o 4G R log (0.80) ~log (1.25)
DEENTH D BAIOENZHNFREESHER s N7,

(77 UCHRA)

(Mean=+S.D., n=6)

HIEINT A —% BEIINGA—4

AUCo-14 Chnax tmax ti2

(ng - hr/mL) | (ng/mL) (hr) (hr)

;@gi;\glj’;i 233.231 5.039 3.0 69.3
sy Eeoar | ELoo7 0.9 | 141
7 U&7 FDée| 242.353 5.232 3.0 8.6
3mg 447048 | +1.011 1.0 | +16.4

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

(ng’mL)

6l (Mean=£S.D., n=24)
e RERAYIEEHEODI3ME TS T 7
m SH --o-- PULZDiE3ME
%
&
x
E
1t
i
=
B
0 24 48 72 96 120 144 (hr)
B8
OKTRRA)
HENRT A =% BEIINGA—4
AUCo-144 Chmax tmax ti2
(ng - hr/mL) | (ng/mL) (hr) (hr)
i’;\@,gi’;‘\o/];;i 237.181 5.285 3.0 63.0
3mg [ 27 7] +43.314 +0.741 +1.6 +14.5
7 1)t 7 hD§E 234.817 5.058 3.0 63.7
3mg +48.486 +0.714 +0.8 +18.1
(Mean=S.D., n=22)
(ng/mL)
6 (Mean=S.D., n=22)
—e— FRARYJUBEISODEE3ME =7 7 |
5| --o-- Ut HDEE3mg
m
%
N
=
z
1t
i
=
E
o . . . . . ;
0 24 48 72 96 120 144 (hr)

B

(RRRYVIEEHEODIESME [=T 7))

R A RINVIEEBEODSSME [F I 7 7] &7V &7
FDEESMEgHE 7 U A —N—EIC KD ZNENIEE (K
IRV IVERE S L Tomg) RS I A RE
BO®/E (K72 UTHRA (n=23) RU/KTARA (n=22))
LTI RE(LABELHIE L, Bon/-EYEe
INFGA—=% (AUC. Cmax) 12DV TOBEHEXMIEIC
THREHRIT 21T > 7245 5. log (0.80) ~log (1.25)
DOFEENTH D WAIOENHNFE SRR S N

(K72 UCHRA)

HEIST A—4 SEINT A —%
AUCo-14 Chmax tmax ti2
(ng - hr/mL) | (ng/mL) (hr) (hr)
igﬁginé\d/lajgi 395.016 9.887 2.7 65.3
5mg [4 37 7 +86.560 +2.397 +1.0 +14.1
7+t 7 rDiE 402.844 9.430 2.9 63.0
Smg +72.237 +1.873 +1.1 +9.4
(Mean=*S.D., n=23)
(ng/mb) (Mean£S.D., n=23)
12°F —e— RRRYJUEERIBODIESME =7 7 |

--o--- Ut +DiESme

e SRR EREE

72 96 120

LS

0 24

48 144 (hr)



OKTHRA)

HEINT R —% BEINTA—H

AUCO*IM Cmax tmax ti2
(ng - hr/mL) | (ng/mL) (hr) (hr)

J@QB’S& 456.060 12.313 2.1 63.9
Sme h ooy 68 | 2019 | 06 | 128

7Y+t 7 hD$E 448.347 11.912 2.4 63.7

Smg +03.395 | +2.300 +0.6 +10.7

(Mean*S.D., n=22)
(ng/mL)

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

—e— RRAYJUIBEIEODIESME T 27 7]
14 --o-- PULT DIESME

KRR BRI REH-BH RS

0 24 48 72 96 120 144 (hr)
573

(RERY)IVIEEBIEODIEI0ME [F=T7 7))
RARYIVEBIEODSEIOmg [ I 7 7] &7Vt
7 FDEEIOmEg®E. 70 ARG —N—FIck D FhZEn]
#E (NARYIIERIEE LT10mg) BEHASTFICH
BHEFOKRS (K LTIRA (n=27) RUVKTRA
(n=28)) L CM#EFRREIFBELHIEL, Bo5Nni:
HENRE) ST A —% (AUC. Cmax) 12D TI0%(EHE
X% THEHRIT 21T - 72652, log (0.80) ~log
(1.25)3)@%‘@?%‘35@\ TR O A A R S A TTERR
SR AWARS

(k72 U CHRA)

HIENTA—% BEINTA—F
AUCo-+14 Crax tmax tie
(ng - hr/mL) | (ng/mL) (hr) (hr)

i;gfggg;% 917.535 27.147 2.3 59.1
a2y £20.420 | +6.377 | 0.7 +9.7

7Y+t 7 bD§E 896.404 27.108 2.5 57.9
10mg +177.762 +5.703 +0.8 +10.8

(Mean+S.D., n=27)
(ng/mbL)

+ —
35 (Mean=S.D., n=27)

—e— NRARYJUGEIREODER10melr =77 ]
30| --o--- PUETHDEE10mg

BRI REH-BEE

I
6 24 48 72 96 120 144 (hn)

0
S
(K THRA)
HIENTA—% BEINTGA—4
AUCo-14 Chnax tmax ti2
(ng - hr/mL) | (ng/mL) (hr) (hr)
i‘;@?\i’;\c;/lj);% 978.878 31.065 2.1 56.7
10mg 5377 +223.078 +6.757 +0.5 +9.8
7t 7 hD§E 929.151 29.119 2.4 55.1
10mg +206.013 +4.909 +0.6 +8.7

(Mean*S.D., n=28)

(ng/mL)

35k (Mean=S.D., n=28)
—e— NRARYJUBEEODIR10mel =77

30 --o--- PUEZ+DEE10ME

FESF R HREE

0 24 48 72 % 120 144 (hn)
BR51S

MAFFEEN FICAUC, CoaxZFD/8T X =713, #iE

FHORR, ARORINEE - BEFEORBSEMFIC L -

TERZLTREHENDH S,

16.2 ORUN

16.2.1 BREDXE
BERAS T2 RICRIUC R T REOHE % 5t
2mgH TREET LS R, BRSO MR EE i
ARCIZEIRBLHEEEZRL. BEICK2HEIIRED
snihro729,

16.3 &fa

In vitroiRBRIZB W T, b MMEEEEE A RIES8.9% T
HY. in vivoTOMBEEAKERIZ2.6%TH>7:99,
16.4 {5
ERFEEEIN-R 7 ILF RIS TH D, TNITRNT
O-PiAFIERIEE Z ki< 7V a v Bgias KIeT
HHEEZLNT,
N-i 7 )L F b RISICIEFEE U TCYP3A4DS, F720O-Hi
AFIMMERIBICIEZFEE LTCYP2DO S L TWA T &
WRBENED, [10. 28]
16.5 HEtt
R A BT 2 RICE2mg® 2 BEROHKS L & &,
BERTHE £ CICRFPICERt S N2 RELF IR EED
9.4%THD. R#M%2EDZE29.6%TH-o7z. Tz
10mgD R [EEO#R 5%, 11HE £ izt s 7z RE 1L
{RIZIRFT10.6%. EFTL.7%TH o7z KREAAZ
R %2 G5 L IRPERIRIZI5.9% TH D . EhPE
RIX8.4% TH - 7Y,

16.6 HEDNDEHRZEISEE

16.6.1 BiEEEESEE
EHEREEREE 2 NRICHE Mgy BEREO®RS Lz &
TOEYFENT A —FI121E, BERAOFNEEER
ZIBoonzn o722 GHEAT—%),

16.6.2 FFEEERESEE
T3 — VIR B E & 3 RICHES Mg & B AR %
B L7 Z0OEYFEINT X —F ITBERA LB L
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10mg,/ H % 6:8[E#%5) .5mg (3mg,/ H % 2B 5.%.
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