20234F9 A kET (BB

kr

i ERRA
A 3

&

JWTF ELFY - 20 b= B 5 OF
JIHE RS I S )
SIEAYEUER

SIVIFHE D515, 5.
SIVIFTE D 5304 B,

MIRTAZAPINE Tablets

BAEERRNEES
871179
15mg 30mg
KERES | 23000AMX00653000 | 23000AMX00675000
ARSERE 20184F12H

) EE-EMEOAGEICIVEMRTLZ L

L2 (ROBEIZFF/ELENI L)

2.1 REIOE T3 U CRBE DB O & 5 B

2.2 MAOBHEFA] (2 L U L Hapkth .
T 4TI RAVVERIE) ZBEFH D0 EEE IR L
NoOHEFE [10.1. 11.1. 1BHK]

FHFXY A UVEREE Y

M., b Aa—RA,
~ 7 \ma—/L6000, [#
fbF% v, de= "%
kg, HFo oy

3. #ERE - AR
3.1 AR
WRoes | IAFFE UG (B | IAZF U EE30mg [F54K)
k4>
?égﬁ INZHFEL  16mg INFZHFEL 30mg
fyEwasForr | hyERayF o F o,
| N = = S Bl P ol B ol N B S o B ) P e
a—2A AFT Vv r—A, AFTT VY UEv
[ SVAVIVNRE - 3=/ SV VUSRI S8 | 5/78
WA | K A B, LSRR | A BR. FLBEKFIM., v

DAn—A, v/ nod—
L6000, LT ¥ B
RENEY 2 (o o N 2
%

3.7 "WHOHER

o4 | INZHE RN Bk | IAZF B EE30ng [ HK)
pailbiZ T AN AT —T 4 T RE
a5 e AR,
— ey
&5 Sl
15 & 30 B#
—= ——
AEER| IAZFEY 16 B/ | IAZTFEL 30 Ak
EAE () | EA 1001 EEL 6.1 | BRI EE T
J& X (mm) 3.5 4.2
& & (mg) 154 306
4. 3EER TR

528 - 5OKRE

(=2

CHEER I RICEET HFE

1 HOOFOEEITL Y, 24U FOBRE T, AREE, A%
DY X7 BN 2 & DRERD D7D, KHOHEIZ
TeoTiE, VAT L_RT 4y FEFBETDHI L, [8.1-8.4,

9.1.1, 9.1.2, 15.1. 1BR]
1 RAN % 18IS AT DK 5 Dt B IS 57 2 BRI IS
PEEICHFTH &, [9.7.1, 9.7. 28]

.AERUVAER

WE. RACIZIAZFE L LTLH Gng2 W1 & & L,
15~30mg# 1 H 1 EIBEEANCRE A 535, Zpds. Hn. JEIRIC
Ji~ U1 H 45mg % 8 2 70 W VHPH Gl BT 2 28, BE R AR LA
Loz H T TIEAELE LTlmgd 2179 Z &,

1. AERUVARICEET 58
AR OB G RITHNER/NRE 725 X5 BH & ICHE IS
L bEET 52 &,

(1,

o

. EELEARNIEE
8.1 S DERZETH2EFIIMESELRH Y, BREROBZTR
NHHOT, ZOL D RBEFITRGRGEE R &2
FIHBCITEE OREBEOHREOZ (L2 ERRBIZET 2
L. [6.1, 8.2-8.4, 9.1.1, 9.1.2, 15.1. 1]
8.2 Rz, fEMR. B, S= o 7 3R, RIR, BN, BGE.
Yo ey, 7o U VT R EEE AR, R BR S
HoEONDZERMEINTWD, T2, KNEBZRIZHAL AT
WXV, 2D OGEW - 1TENE Sk LIERNIC BV T, JERER
BOBEAUTAZRSE, BAEK, thETENHE IR T
b, BEOREEWVREOE(LZEEIRSBISET D L HIT,
D OIEROENBEE SN ZHAICIE, REEZHEY
T, RACHEL, I ARCBEURNEEITY Z L,
[5.1, 8.1, 8.3, 8.4, 9.1.1-9.1. 4, 15.1. 1]
) BB TOBERAZI <20, BREMNTBO LN DB
FITF T HEAEITIE, 1ESORT A EZR/RICE ED 5D
&, [6.1. 8.1, 8.2, 84, 9.1.1, 9.1.2, 15.1. 1&MK]
A FIERFICARSESCHEER, B, SRk, SREMEEO
TTENOZAL R OFEBREELNH Db d U A7 HIZHO>WNW T
DA ATV, EMEBREICGERKREZRD A LOEET LD
L, [5.1, 8.1-8.3, 9.1.1-9.1.4, 15.1. 1]
D IRK, DFWVWERLLDND I ENRHDOT, KAIESH O
BEITIL, BB EOEERS AR ML R OBRIEICEFE S
WEOEETSHZE, [15.1.3, 15. 28]
LB BHAFRIE (ERoHIE) Ick Y, R, iR WE EE
DFEV, BERTIE, FERLOELERD SIS Z LA S
TW5, B52TIET258100F, ZRoPIEE#HT, BED
REZBE LN DRAIHETDHZ &,

L. HEDERZETIREICHT IR
9.1 AHHE - MEESE0OHIEBE
9.1.1 BREEXZERLROBEOHS5EE. BRIFEOH D
BE

HE&E, AREMRHLbNDZ EBH D, (5.1,
9.1.2. 15.1. 1% ]
9.1.2 B5OFEE

hiE, ARENRIHLDNDEZ END D,
9.1.1, 15.1. 1M
1.3 ROFENEEXIHELFAEOREDOH 5EEF
FEMER A EESE D2 5D, [8.2, 8.4, 9.1. 450 ]
1.4 EHHNSVHEREEEET5EE
FEER A E S5 2 LN H D, [8.2, 8.4, 9.1. 35 M)
A5 TADASDESHEERIICHASOBEEOSH 585
R T LN D5,
L6 EER (DEHEE. BibiE. CEEES) XIELEOH
Y-t

SERAEEASEDIBENNDH D,
LT OUTERXIEZOBREROH 588, EHLGRIKCEAYD
LMFEELH S EE

QTHEE . L=#H (torsades de pointesZ@ &) #EZTHR
Fndb 5, [10.2, 11.1. 788R]
1.8 BREXIZIBAETEDOSH 58EF

JERE LS EIRBENLH D, AFNL/ VT KLU vk
T 5,
1LY HERE#EOH S EE

SERE BT BENR S D, AFNT /AT KLU Ul
T 5,
9.7 BHEEEERE

AFNDO7 VT 7 APETT DR H 5, [16. 6. 1Z7]

8.1-8. 4,

[5.1, 8.1-8.4,

w

w



9.3 FFigREEERE

e E 2B S e 2 B8ZNRb D, £z, KFOZ VT Z
VAR DA B D, [11.1.4, 16.6. 22 ]
9.5 HEE

BRI ATATHR L C WA ATREME D & B A& EIC 1. 18 LA IS

MNattE s LR S SR SN AL Ao T 5 2 &, iR

MORAM D Z » MiZ100mg/ke/ B it b (B MiZ4bng%

BhH Lz Eo2gBgERE (AUC) ORHEIZHY) +50&, &

IRZFET RO LA AR O KREHEIEH R OBET RO

BRI,

9.6 =ELIG

EREOFRER OEIREOGWEMEELZE L., RO

U < UEHIE T ARKIF 5 offfkis L < ixH Ik 2R s 2 &,

RO b THHHRICBITT S Z LW ST BY

1 INRE

NS ARG L L ENERRBRIEIER LT ey, [6.2
S

L AN TERENTZT~ 1T O KR D SRS (DSM-1VE) |2

BIFA508) BEEZNGLE LT 7 2R BOBERRERIZHBV

THIEPHER CTE eholo b OHRERH D, [6.25MH]

) DSM-IV : American Psychiatric Association CKERGHIE
#4%) MDiagnostic and Statistical Manual of Mental
Disorders, 4th edition (DSM-IVISHURHEDOZW « it~
=27 )V)

9.8 EEE
BEOREZ IR LR L, EEICEETZZ L, M
WENEAT2B8ENRH 5, [16.6. 35 ]

10. HHE{ER

AENTE L U THHCHBEEZECYPIA2, CYP2D6 K TACYP3A4IZ X v X%
#ns, [16.45H]

10.1 BFAES BtALGWLI L)

w o

(-}

FEH 4

B RAEAR « 5 1E 715

B - fapRIA

MAORHZEF
L XY R
1

o b= EBERE
NhHhLbhvsd Z &
N5, MAORHEF

BN 2 VT RLF Y
N = I =¥ i
REENFEEDLES

(=7 r—) ERETHDLWVIE 265,
FH XU AT EE P IEZ2EB L

JVERHE NoBEIZHEE L
(7Yr7 h) A AN b (N

T 7 4 F 2R A | RHFN G HMAOM

VERYR Azt Bz 5485

(=77 4F) Ak, 2B Lo

[2.2, 11.1. 1% HRELITLHZ &,
]

10.2 BFREE (BFRICEET L)

F 4 ERIRAEAR - FE IR | MR - fEBRIK

CYP3A4BH A AH) D Ve % #9598 | CYP3A4DPREEM I
HIVZ a7 7—F | T25BENR DD, | L0, RKEOMmEH
L A Fl, Ib 0K RENSEKT L6
T VRME Al R IEE ., | ERD D,

LB S VNI NR (SN
(Fhatry—n|Tr8F01H5,
%)

) 2a~vA v

Vg

[16.7. 1&H]

CYP3A4753E A AFH D Ve 23 1855 | CYP3A4 D FHE I
HNNR<BE Y | TEHEIBZNLRD D, | L. KAOMIES
Trx= MYV Fo. b EA | BRENSEDT L A6
Vo7 v U | OfRERLET S | RS,

Kfs

i‘F
[16.7.2, 16.7.3
S H]

. AHEIOEN
PR SN D AR
PEA D D,

VAFU AANOERZMWE | EEOCYP Sy 1
[16. 7. 4&H] THBENRD D, (CYP1A2, CYP2D6 X%

UNCYP3A4%) DFHLE
ERIC X 0 AKF o1
SRR KT B
ATREMEN B B,

A4 S5 BRARAEIR - HEEGTE | W - fEBRIN T
S A BEER VR 25 B 50 & | AN 70 BEERE ) &
RUVTTEBE NIBENRS D, | RTZEREXLLRN
NE 3 SHIE I, VT EBNRL| D,
TR LOPFRHIZL YK
[16.7. 5&R] o 3 ) 1 R K Y

F AT HE ) DS BOR
T5LEDOHENH
Do

7 v a— v (&
i)
[16.7. 6]

BEERVE FH 2N B R
nNaxBENANH 5,
2 I R Y P BRE
T EEL L
HEFE L,

FEONAEY - FHRAY 2R
FERZERSZ &N
EZzbhb,

o b= R
BRWER b=
VEELY A A BH
I
L-FU 7 +T7 7
R A
MY T RIE
7
hT <~ K— Vi
it
DESZNN
AFNTFF ==
v NI AL K Fn
W (AF LT
JL—)
IREE Y T L

e = Rl N )

Y v (St. John’s

Wort, v I -

g —r X U—
N EHERM
[11.1.1, 16.7.7.

16. 7. 8214

tou b= E R
ENETDLIBZEN
NHDHDOT, BE
LTETDZ L,

tr b= AER
MY LBENNH
%,

N7y Urhl
Ly VN
[16.7. 9B ]

=20 N = S -
FInEMM4T 28%
nndbsoc, 7
(=30 N = I V2 S|
o FH OB E ¥
(INR) ZE=H—
THZENREEL
U,

Fe R

OTHER Z 4 2§ 2
ERHMBONTND
HA
[9.1.7, 11.1.7%
]

QTIER . L= BN
(torsades de
pointes& &ie) %
BEZdTBZThNd

5o

BEIC & D QTIERAE
FAASFRANAT N9
LRENND D,

11. BI¥ERA

WOBERBH LoD Z LR DD T, BEETHITITV,
FHENED NI EIIIRG 2 P IET 5 7 L R LE 21T

92 &,
1.1 EXGEIER

L1 Ea b= VERE (HERH)
GEEL, FETT. TN, REBEN mILE. EE,

N
BR,

R BLTE
IF 7 n—X A, HEMRR

TEFENRH OIS Z &N

b5, o b =AML OOFHARHIREBLT S ARt < 722

D70, FICEET D Z &,

[2.2, 10.1, 10.2, 16.7.7,

16.7. 82 W] BEFEA/RDONTZHAICEESERIEL, KB
H, KSR EOEEER L L HICETRAEEITY 2 &,
11.1. 2 EERRIRAE. IFhEREAME (W9 L BEERH)

&

O 2

11.1.3
11.1.4

TR (R )
FASEEREE. BE (\h b LR

BRGHEDIMEA A DT HE 72 & RIS Uik 217

AST, ALTD RR-Z5:% 0 2 FFHSRERE S, SR H Hbhd Z &N

Ho, [9.33H]



1. 1.5 FIRAIVEDFEE S BEREE (SIADH) (BEAH)
& R U D AfE, (KRBELEMAE. R R U 7 AgEE o
N, ERELR. EE, EREES A LS PURIR A LVE CREA S
WEWERE (SIADH) 23 5D Z ENH DD T, HENFED
DTG AT B S 2RIk U, KA #il RAE Y 70 4L %
1152 &,

11.1.6 BRISHEIEARAEIRE (Stevens-JohnsonfEIRE), SHAIHR

(Wb BEEERH)
11.1.7 QTEER. DEHEA (O T b HEERH)
[9.1.7, 10.2&]

1.7 Z0fDEIER

AR\

5%LL E

1~B%A it

1%ATH

HIER

(RPN
B B R
(15. 2%)

R, R
ERRRE

Hsi . 55
W i
W KA
E NS

o

PSS

==/
F U MLE |
L e
e, ZetE b
L7

FEHRPREE R

16 iR
(50. 0%) .
FEMED F
W, EEN

IRALPED E |

[N 4]

N NE
RURHE, H |

AR

Ak A B
B BE R
NN
R, B

1 G AN
&L, BB
%, IA7
0 — X A,

S S|

W KRR E
E RO N =1
(G Bt e
SiE) . B,
0O & &
.o A
=, B®
M, S

I

i A
(12.7%) .
= &
(20. 6%)

T R

7N
Dy HARR
VSN YN
HEER i

M. AW
HnfgE, B<
O, [ DK
FHIR

I Jpe 2 i
W I 4 WA T
i

@i, ME
L7

AN

e S MR
JEE A1 EE

Lx~-<Y

~NEJ e
NG ONE
i Bk 98 |
Mol Bk BY
%, GFERER
W%, dr
HKiEZ, U
>R ER PR

AR B
Hif ., kL
B
IR SiE

&
b

FLBE, 27T
NEaR: -
e

KL

o
o

o)
i

EL-
MR e v
. BRI

L= R

iR

AST k& .
ALT E &
(12.4%) .
y —GTP_[- 5

Al-P_ L5

EIA

=
o
=
e
h

[=) 0 2
E5

5
A

JR Ml 5
IRE B

PREL HER
IR 7

i
T
o
o

ARIEF5
i

b ez Shng

FREONBHE | 5%2L | 1~ 5%t 1% A
B - RAEA BE. 5 | CK &
5y ki MR,
YR, DU
g
Z DAt WA, B R
L, 2
AT Ha—)
E5
13. BEERE
13.1 &R

TR & UCHNR, i SR 2 5 TS bR J O
LR O PR R O AR E ST,

13.27 g

R M MERANT RV BEIDIE U T, IEMER IR G5 O ) e
B EAT D Z &,

14 BRLDZFEE
14,1 FFIFBFOEE

PTPEIEE D IANIPTP Y — h B H U CIRAT 2 & 9 4
HZ L, PTPY— P ORABIZ X 0 | A3 VS 5 28 R s~ i)
AL, HIIXBEILE B Z U CHERRIR S O BEEE o A OHE & R
THZERD D,

15. ZDHDEE

15. 1 EREREEAIZE D < 1548

15. 1.1 M4 CEME SNk D DFEHEELEDOBMEER Y HT 5
BEEMGLE L, ARZ2ELEBOH S SHOE 77 2R
Sof FRIEG PR AR BR O BEHE BBV L 245 LA FOBE Tl B &%
BESCHBERORBLO Y X7 BH 5 KB G T T 2 REE
LHE L TEhoTz, 2B, 25 EOBEICH T2 ARAE
SLHEEROFEHROY 27 O EFITRD 5T, 65l ik
WTIEEDY 27 28 Uiz, [5.1, 8.1-8.4, 9.1.1, 9.1.2
£ ]

15.1.2 TS50 LA b2 b B IC E i S 2 i O E LA I BV
T, @REEE b= R IARER L O =RR D OF %
G0 ) SRR G SNT-BET, BTV A7 BRERLEE
DFENRH D,

15. 1.3 fEEERR IS W T, EIER2 L., AIRE CORFRIN
fEE L7 & OMENH B2, [8. 55 ]

15. 2 JEBREREABRICE D < fH¥R
Z v MaERWTRER - RETEERBRICB VT, RIEIR 2SN L
oL OWENRH DY, [8. 55 ]

16. E¥EEE
16. 1 mep;ERE
16. 1.1 BEEEE

B AR ANERERR A BPEIC 2 0 & 5 215 1330me & B [Al#%E 0 % 5-
L7z &, MR A BIL, T Fn3l. 7,
32. TR T - 7= 9

#16-1 R AIZIS T D HERE D& GO I VX P D3
WBENRESRY T A — 4

& N Tmax Cmax Tis2 AUCo-co
(mg) (hr) (ng/mL) (hr) (ng + hr/mL)
15 4 1.1 38.1 31.7 477. 2
+0.3 +5.8 +8.2 +115.5
30 4 1.4 76. 4 32.7 1006. 3
+0.3 +17.0 +4.4 +116.4
Mean=S. D.
16. 1.7 REHKE

AN R A B I V215, 30 X 1345mg% 1 H 1[A]9
FBRIKERARLG L &, £EGEORKEGIZB VT, #
5441, 50ER (PuefE) ClRemmAEREIZE L, AUC)-u K Y
Cmax{X Z 6 O HEOFFH CHEMBEMEZ R L7z, 45mgif&i
51% DR 1323, 285BI TH o 72,



KR GELbIZ, THUNICEFREBICEL, E-FHEMEIER
NIRRT D

F16-2 fEERAICK T A NE#EERO I LVZ T E L ORYE,
RESERY/RT A —H

= N Tmax* Cmax Ti/2 AUCo-24
(mg/H) (hr) (ng/mL) (hr) (ng * hr/mL)
1.5 43,4+ 393
15 9 —
(0.75~3) 9. 44 +84.6
20 9 1.5 83.2 o 778
(0.75~3) | *£27.5 +178
15 9 1.5 146 23.2 1147
(0.75~3) | £49.8 | *6.06 +288
kL (e IMiE A~ fie K AFD Mean=S. D.

16. 1.3 EYEHRSFHERER

(INFHFEEELmg [HHR])

INEPFEUEEMg (B &V 7Ly 7 REELSmg%E 7 v A
F——iElic kv EnENIE (IAFFE & L Tlomg) f
FERLA B IR HERR D% 5 U iR g2 E L, 55
N3y EHE /R T x — & (AUC, Cmax) (2D TI0%IEHH X Mk
W CHREGHINT 24T o 7o/ R, 10g (0. 80) ~1og (1. 25) DFFHN T
B0 FAIOADEH R SEE SRR S iz,

F#16-3 YL T A —H

Pl T A —% BHBENRTA—H
AUCo-72 Cmax Tmax Ti/2
(ng * hr/nL) (ng/mL) (hr) (hr)
SVE B 398.3 42.7 1.7 19.0
15mg TH5HK] +121.2 +12.6 +0.7 +3.9
U7 Ly s AfE 403. 2 44. 2 1.7 19.0
15mg +115.6 +14.3 +0.8 +3.8
Mean*S.D.,n=24
(ng/mL)
60
50 . . o
= —@— I LAYE U 15mel B4
—O— )Ty A EE15mg
o 40 + Mean+=S.D., n=24
5%
S ;
E 30 &
2
b i
E 20 ¥
-
i
=4
10
0 I I }\—{?\‘\)\2*0
0 12 24 48 72

%5 % DR (hr)

M16-1 M I L2 e
(INZHFE U EE30mg TAHK))
SOEFE U EE3Omg [H54K) & U 7Ly 7 ZFE3Omg%E 7 1 A
F—N—iRlc kv EnENE (IAFPFE L L T30mg)
FEREAB I AR O %G L E 2 fE L, 56
= BN HE X T A — & (AUC, Cmax) {2V TI0%1E #E X [ v
2 CHERHIEMT 21T o TR, 1og (0. 80) ~1og (1. 25) DHIPHN T
B0 WO EHR SN S iz,

#16-4 FEMBHE T A —H

P T A — & BBENRT A —H

AUCo-72 Cmax Tmax Ti/2

(ng * hr/nL) (ng/mL) (hr) (hr)

INFFE b 711.0 85. 1 1.6 18.6
30mg ¥4k +160. 6 +30.7 +1.3 +3.2
U7 Ly REE 734. 1 89. 1 1.3 18.9
30mg +153.7 +27.9 +0.4 +3.3

Mean=S.D.,n=239

(ng/mL)

120
—@— LAY U 5E30mel A
—O— 1Ty R§E30mg

100 Mean=£S.D., n=39

FRE RSB E

0 12 24
%51% DR (hr)
16-2 M I L2 e

A PR FE I ONTAUC, Cmax®5 0D /%5 A — 2 1%, R DR,
RIR OERIURIEL » REE % OB IFIC K o TR D FEEEDN &
D,
16. 2 IRIR
16.2.1 BREOEE

fRRERRL A L& B 15mg & B g & OV R I A IB IR (2 B
ERE O G L2 & &, MR E IR R8BI (X Tnax A3
DECERIE L (AR L 6RFR. SN &I HUr. 485R)
A3, Cmax, AUCo-oo X OV ITARFOREBITRD LN d o
79 HEAT—4),
16.3 &1
16.3. 1 MBEAEHESE

IAEFEDOE FEEA~OREARIL, 0.01~10 4z g/nLD
T i P T RAI85% Tdh - 7219 (in vitro),
16. 4 a8

VAP ATERISAH S, O EEARFHREEIL, 8o
Kigft, N=2f2 DM A F Ak, N2 DL R 7 V7 v gl
AL DEIMT I ML TH D LHEE STz, SALKIBILICI
CYP2D6 J ORCYPIA223 N BA G- L, N-2A7 il A F/Ab e ON-2{5 2
(LIZIZFITCYP3A4, F2CYPIA2HLBHE L TWA bt EZ BN
7o [10. Z/R] F7/=, IAZHFELDCYPIA2, CYP2D6KR TN
CYP3AIZH T ARHEMRAIIT/ b O LB X LN 12 (in
vitro, AEANT—4),
16.5 HEit

fEHERL AL [11C] THEFR L2 I V2 e 20mg %G5 Lz &
&, HH5%168HE M FE TIoH G L7 B BED80~94% 13 R B (Y
FHICHRIE S RFUISRITE%, FEFITHIE%) . TDIFEA
CIIR# TH o7, RP~DRE(ED YT 5 L 7=k
FHREDSW LT TH Y . EF~ORE(AEOHEM G IEF D =R
ThHo=2 13 HEATFT—Z),
16.6 HEDERZETH8E
16. 6. 1 BiaEREERO mMiEHRE

SNAAYPE L 15mgh ARG Uiz & & P K OVE OB
RIKTERE (Z L7 F=227 07 72 AMEH40mL/minkiil) (12
B HAUCo-oold, BHEREEF ZRICIE N TENENSL% KW
16%HML, 7V 77 AIFEICETF L, Ll &E
OB T ERE T, BHEELEFEICHETET D)o
72 HEAT—4), [9. 28]
16. 6. 2 FFiREREE O MiEhRE

LAY 15mgZ ARG L 72 & & O AT RE IS T
B E R CIEEE A RIS ~N40% R o 72, £72, AUCo-wld
fREEE R E B L~ BRI T i B Ch7% @ < . (KE CHf
ELEZ VT T2 R ISR T S B T33% (K0 - 7219

GrEAT—%), [9.35M]]
16. 6. 3 SEFEOMIFHRE

IAEYE L 20mgE 1 H1RITHMES L & &0 EFIRIEIC
T HAUCo241F., FEFERE ICHENFERE THEICE» -T2 (
PEL8fE, k1L 1) 1® GMEAT—%), [9.85R]
16.6.4 BxIcHF5MEEREE

IAEYE L 20mg & 1 H1EITHMES Lz & & 0EFIRIEICE
7 BAUCo241%, BHEICHA_LME TR -2 GEEEE 2. 0fF,
A 1268, Fio. ERENT B TRETHEICE
oto GEREE : 1. 6fF. EleeE : 1.31%) 19 GUEAT —
),

B
%



16. 7 EWIREERA

16.7.1 # ba+J—iL

R N B PE2262 S L Z P E L 30mg xR A b 3 — LD
(CYP3A4PHZE3E) 1 H2[E200mgD7 H MK ER Q#5053 H
FICHEREA#L Lzl 24, B GRICH_RINVZ e
DCmax K& PAUCo-co 1T Z FLEIA2% K B2% 5N L7=17 (SRE A
F—%), [10.2&]]

D) R O ENASE 5

16.7.2 ANNTEEY

TEEER N BRI A AR~ P E L (CYP3A4ERESE) 1 H2/H400mg
21 BRI ER ARG I X P e 30mg A T H B ER O #%
5THEA. HAWTI N Z Y 30mgA T H B KAER O #&5%
H =¥ 1 H2[E400mg %21 H K ER &S5 THHA L
LZA WTHOBAS ILZHFE L DACoulI N AR E
N K DEELEFH AN 60%BD Lz, —T7, <t
BV ORMBAE T A — X FPFHIC L 0 BEEZ T R o 721D
GrEAT—%), [10.25H]

16.7.3 2z=hF4A4 >

e AN BPEIC I AV Z P 1H 1A 15mg % 2 H K ER 05
L. el CTLH1EB0mg 5 H X ER O 5%, Il
H1[E30mg &k N7 == F A > (CYP3A4ZHEEIK) 1H 1[HE200mg% 10
AN EROEESTHA L 24, PERICEY SAZF
DCmax & NAUCo-24 1T Z AL ZEH30% M V46 %Il L=, —J7.
Tz = M U ORYBERICIIOPIC X 2 EBITRD b o
7= WEAT—4%), [10.25H]

16.7.4 SAFSY

ERERE N B 1261122 A F 2 (CYP1A2, CYP2D6, CYP3A4%%d
BHEHE) 1H2[E800mg% 5 H I EMRAFEGH I VLU 1H
[FEI30mgZ 7 HMIKERAZEGTHHALIZEZA, INZFE Y
D Cmax K NAUCo-o [T HEIM P 51 & H_RTZE N EH24% M 1'64%
HM U723, PRI A E R TR bR ole, —77,
VAFUUOEBEIIIOHIC L 2RBIIRD Do
7210 (HEAT—4), [10. 28]

16.7.5 SF7H/NL

fREE R A B R O EIZ I V2 e 15mg & V7 B/ A 15mg %
PFACHEROESE Lz 2 A, IAXVFE L OmEhREIX
B 50 IR ICHER Lz, — ., YT B0 miEs
TREIIORHTIC L B BITIRD SRR o121 BEAT —
%), [10. 28]

16.7.6 T4 /—JL

ERERR A B E6HIC 2 v Z 1 H 1E130mg % 7 H W ERE 1 4%
%, SHAIX I A Z P 15ngBER O #5430 %
) —60gm AR O%K G L& 2 A, MIFhI L2
Bl 7 — VoL m<HEBRT 2HEABRRD bz,
—F, =¥ =N OMmifEPREHREEIET Y ) — L EE R
R CTH o723, AUCIT= X /) — VB . & ik LK
7210 WEATFT—%), [10. 28]

16.7.7 xOaxtEF>

fERERR A B R O eI 2 V2 e L A 1EI30mg & /31 & F
> (CYP2D6FHLFEZK) 1H1[A40mgZ9H M ER A LG L& 2
Ay INVEFE L DAUCe-o4 X EAMEE H-F & FL_18% M LT,
-J7. NaFtF o DOCmax i OAUCo-24 T PRI L 0 B A2 =)
oD WEAT—%), [10.2. 11.1. 1BE]

16.7.8 EEYF oL

fREE R A BEIC V& 7 30mg D HEEIRE 11 #% 5% B ST R
g Y 57 A1 H1EI600mg D AR 5010 H HIZ BE[E#% 0
HLiEZ A, BERHICE 2 I Z W DIEMBIHE~0D 51T
WO LN T1219 HEAT—%), [10.2, 11.1. 1ZH]

16.7.9 o7 )Y

Zu bha UL 4~2. 0INRE R B KT T LT 7 ) v
RO G Uit A B 166 2 v 2 e 1 H 1A130mg &
THRIKERARS TR LEZE A, Fu ba v B
TNT 7 ) BB ER LI L. DT TIED DN E REICIE
EL7 (U777 o HMBEER: : 1.6+£0. 1INR, I L& P
ORARE 0 1.82£0.3INR) 1D (UHEIAT—%), [10.220]

16.7.10 7S FYUTFUY

fERER N B R O etz 2 V2 B 1 H 1[EI30mg D9 H [F 18
BAE5 L7 I MY FFY 1A 1ETng %9 B BRER 0 # 5
EOFRLIZE A, PEHICL Y BHETIEILEZ ¥ E L OCmaxld
36%ENM L7=2, ZHETIIINZF L OEYEE T A —F
WEITA DN oTz, —J7, BERICED ZETiETr I ~Y
7TV > DCmax K& CAUCo-241 3 E FLE4123% K D3 %I L7223,
B TIECmax2323% M L7217 WHEAT—4),
16.7.11 YRARY FY

A FFEREED I I V2P 1 HERmgD KR A5 &
Y ZAY RU1H2EN~3mgD KERFAEE (Wi s 1 H
b)) PR LR, OERICE B0 22 R opEhie~o
B IERD B o720 (SMEAT—X),

12) AFNOAGEZREIL T52% - 5 2IREE) TH D,

17. BRER AR
17.1 BERUREHICET 58
17.1.1 BERE I8RT 5 R BHLBEER
5 ONFHRE g & LT-6 R 0 AR A ik H S i &
FEi Uiz, T_NTOINZ P FGRECHIL A EIX15meg/ A
L L. 30mg/HEEKLM45mg/ HBEIZ21 B 1230mg~ 5 il 14 &
45mg/ H EEIX33 B (Z45mg~TRi & L, FLICHE% IR
FHERF L7z, VXY 16mg/ HEE R UB0mg/ HEED, #&5-#%
T (F1k) FFOHAM-DEFFA 2T (17THHE) OF5BMEm D
DOEAE (LOCF) 1377 BRI L CHEICRE N7,
¥, INFFE 4bmg/ HEETORRIL, 30mg/ HEEE LA 5
HDOTIERD o 722D 22

F17-1 HAM-DEFFA =7 (1THHA) oG T (Pik) Ko

24k & (LOCF)

EigeR i n HAM-DZE (b &1 3£2)

TIRREE | 70 -10.4 (7.5) —

15mg/H#E | 65 | -13.3 (6.8) * -2.8 (-5.3~-0.4)

30mg/AME | 66 | -13.8 (6.9) * -3.4 (-5.8~-1.0)

45mg/ A | 69 -11.9 (7.6) -1.6 (-4.2~0.9)

1) Mean (S.D.), *:p<0.05 TR LTHEEEDY
(ANCOVA)

2) 77 R ARBTRT B Fe/ 2T O ZE OHEE I B OV D95%
1R X

BIVEA B L, SV Z Y 16mg/ HEETS5.5% (59/69
1), 30mg/ H#ET80.0% (56/70f) . 45mg/HFET80.3% (57/
16 RO7 7B REET6T. 1% 47/706]) Thotz, &b
Mo ZEWERIEIRT, S 2P 16me/ ARET44.9% (31/
69%1) . 30mg/ A #ETH4.3% (38/7045]) . 45mg/ B BET42. 3%

(30/716) KROT T HREET30.0% (21/7061)) ThH-o1=,
17.1.2 ERELIE7ILAREY = Ut BELBEER

5 ONEHRE % & LT-63 i 0 AR AL T S iR I
BT, INFZFEUEER (15~45mg/H) OEEKRT (4
k) ERZEITAHAM-DAF A 27 (1THE) OEERERTN D
DEAEIT-13.8£7.3 (n=95) Thot=, —JF. Z/LRFH
I LA UIREERE (50~150mg/ H) TiE-11.7+8.1 (n=
98) THV . BlbEDHEL ZFDIS%UIEMHIXMIL-2.20 (-4.35
~-0.04) TH-o7220 (p=0.0462),
BIVERRBAE X, INX P ELGRETIS 1% (75/9641)
EORT7NVARXH I~ LA UERERET68.4% (67/98%1) T
botz, mBEDSTRIERIIMEIRT, IAFF LB ERHET
43.8% (42/96%1) RONTZARXFH I v~ LA VBREHT
21.4% (21/98%1) TdH-7-,
17.1.3 BRE 1 BRI EHRER

DO EBE ExG L LIb2 & H (15~46mg/H) 12XV,
HAM-D& R 227 (17THEA) 13, #5BHRT010.2+6.5 (n=
107) 2 HEBIIA6HE TIL, 6.9+5.1& 72 -7- (0C), #5618
%L, #5521 (4.0%5.2) TR TLEL THER L,
INAFE L ORMBG COPRPHB SN, £, IH
B 30mg/ H 7> H45mg/ H ~OHIEIZ LV 858 L7-ER & 389D
%ﬂf:24)~26)0



#17-2 HAW-D&EFx =7 (173 A) (0C)
Y O Il o e e e
BRAART | 6% | 120tk | 24tk | 52
n 107 100 97 83 71
HAM-D &5t 10. 2 6.9 5.7 4.1 4.0
Z a7l (6.5) (5.1) (4.9 (4.1) (5.2)
1) Mean (S.D.)
BIER B X, 79.8% (87/109%1) TH o7z, b Lo

7o BIERIZEIIRA2. 2% (46/10961) To -7z,

18.

FEE

18.1 kA~
INAFENTHFRDO LT T AR a7 FLF U v HEZRRKL
UONT e HEIC U CHPERZ R L, FiloEa b=k

U//VT RLF U O O REE RS 5,

NI A
NI5-HT R O5-HTs 32 BIRZ LET B 720, o b= Ok

R RIC & 0 IS Z B ENEE LI D, IAZFE S
DS (+) SR EMEERT o TR E S-S F R E FICHEL, R

HNLT > b CME— R H S A T
HT % K ~ @ i3

() S BMERITS-NTsZ FEE EICHET 5, N2 TR
o 23 FR K OB~

SNVETEUCLERBRIETH -

f:S)\ 27). 28)D

18.2 5 o1EH

18. 2.1 [RBESR S Sz~ 7 2 OBCRITBI 240 L 72,

18.2.2 7 v F&EHWTEDRLI2A T > MTEIKERERIZ BV Tl
L% bR 87229,

18. 2.3 St #5- CRERAL 7 ~ b BB R A mﬁb%m

18.2.4 ARG TT v b &AW TR K UKEBR I

B D A

R % 4T S 7280,

19. B3RS IR T S BRI R

—{4  IAZYP L (Mirtazapine)

b4 : (14bRS)-1, 2, 3, 4, 10, 14b-Hexahydro—2-
methylpyrazino[2, 1-a Ipyrido[2, 3-c ][2]
benzazepine

412 Cr7HioNs

Sy 265.35

PR AR~ A AOR R U EOM R TH D,

(LR Hoo,
N

2.
(=

RURIGE MR

a
ILEHEEI5mg TE#])

1008 [108€ (PTP) X 10]
5006 [10&£ (PTP) X50]
50088 [NT7 . ]

(~
=
=

ILEAFEEEIImg T2

1008 [108€ (PTP) X 10]
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