#% 20214 6 HEEl (55 6 i)
*20214F 1 H&ET (88 5 )

BHREEEmR I EES
871179
Bk SRR JIL7 RUFUY - &0 M= UEBNE S DR 15mg 30mg
R : 3 AR | 22100AMX01823000| 22800AMX00356000
STV EE BR5SRIMA | 20094E 9 A | 20164 5 A
l«)‘l]-J #15mg
LA i:30mg
o
WS BRI, | BE—EMSEONSE
””&D@ﬁ%:t REMERON® Tablets 15mg, 30mg -ﬁﬂ)RGANON

2. 22 (ROBBICIFIES ULV E)

2.1 AFNIDRRDHR U TCRBREDBFR D H 5 B

2.2 MAOMEH] (L FV VERBIE, SYXY U XA I)LER
W, V74 FIRAVIVEBIE) 28592035 H

B 2ERBN OB [10.1. 11.1.1 2]

3. #8m% - MR
3.1 #8mK
. BRI ;

R o ryEQIYFYSY, B RO
Vamysgilsmg | VTR Ry ToElela -2, 27

15mg FUVEBT TR A, BEE
KA. AR, &7
LYY AO—A, v27u3a—)L6000.

LA 5E30mg BiLF s >, HE= @k,
Jomg B
) L AT ®30mglc &
3.2 WEIDMER
1 - SEE
HR7E4 %% HEXERZE BT BHX Ewla—r
" (mm) (mm) (mg)

o B0 (s
®
L AR éiij MSD TZ 3

SELSmE | g %6x10\ %35 | #9154

®
bAa et (HSD éiiij MSD TZ 5

BE0me o \g Wrx13 ] W46 | 4306

4. EEX TR
SR « DDIREE

5. 2MREXIFZRICEHET 2R

51 55 2HIOHREIC KD, 24FLUTOBET, BREE,. AR
EXDY AT HBENT 2 EOREDVH B0 FEOERSIC
BlzoTE VAZERZT 4y F2EETHT &, [8.1-
84, 9.1.1, 9.1.2, 15.1.1 BfE]

5.2 KA % 18MAMOK 5 DRIERE BE IS T 2 B ILHEIE
ZHEEICHET S &, [9.7.1. 9.7.2 B]

6. FERUHAE
BEE. RACIEIVLYFEE LTIHISmgz AR E L.
15~30mg#% | H[EFERNICREORST 5. 2. Fin. ER
IS C1HASmg % 2 72 WHIF CEEEM T 225, HEIZ1E
MY EofE%2H I CIHARE LTI5mgd 275 2 &.

7. BERUREICEET 2=
FAROHREGBIIBERNRELH &S BET LI
Lanoibd el L,

8. BERLEAIIR

8.1 SDERZET 2 BERR/AZTESFH Y. BRERDOBZN
BHBHDT, TOXDnBHEIREGRBEIE N ICKRSEE
EEY HFEICIIBEOREBRORBOZLZERRBET
52 &, [5.1. 82-84. 9.1.1, 9.1.2, 15.1.1 BE]

HEICHE

8.2 A&, IR, HE., N=v 7FME. AR, GREE. 8.
WM., FHEE. 7HI VT EEEESA R, B, BRES
DBHEONDEIENWESNT VD, Fi-. FHREGIZHS
MTIRZVA, Th e DER - 1TEIZ R LIDERICB VT,
EBEBROBVIIERZE. BRER. thETAEIRES
NTWw3, BEOREBRMFREOLZ(LEREZEEBET S L
EBIT. INSOEROEENMBARINIBEITIX. RES
BT, RAICEEBL, DT 52 M2 0LEBZTS
Z&. [5.1, 8.1, 83, 84, 9.1.1-9.1.4, 15.1.1 L]

8.3 H% E%T@LEW%%%<K® HRER SRS 5 58
FHICWF T HEEICE. 1RIGONFHEZR/DNMRICE ED
B52&, [5.1. 8182\&%911912 15.1.1 B8]

8.4 RIEFICARSELEHRER. HE, REHE, FHEEZED
AHOBLROEEBRE(LSH5bNE Y AT HIIDONT
+AFHETO, B BEICEKEERDAS L5 EET S
Z&, [5.1. 8.1-8.3, 9.1.1-9.1.4, 15.1.1 B&]

85 S, DETVENHODLNEZEFHBEDT. KFIESHOD
BEICIE. BEHEOEESGERZ S RROBIEICHESE
BWEIREET S &, [15.1.3, 15.2 B1E]

8.6 %5k (EAROHIE) 12X AL, #IFE, BHE, FEt
HFEWV, EBEER, EREAVCELMENSSDNS Z ENPRES
NTWb, 52119 55512E. BAOFIEZEIT. &
ZEOREZBRELEDPORLIBET S &,

9ﬁm®“§%ﬁ?éwﬁkﬁﬁéiﬁ

BHE - BIEEEDH D EE

9&15&3?2@5&&.@%&@5%%%\ﬁﬁﬁﬁwﬁ
BEE
B &E. BRERPHoDbNEZENH S, [5.1. 8.1-
8.4, 9.1.2. 15.1.1 &Hg]

9.1.2 B3 DREE
B, BRERPHODNEHIENDH S, [5.1. 8.1-8.4,
9.1.1. 15.1.1 &Hg&]

9.1.3 RiDBFEMEEXN (FHERFAEDRHDH D EE
BHEREZEESE 22D D, [8.2, 84, 9.14
H&]

9.1.4 EERMENBVWHEREZE I 2EE
BHEREZEESE 22D D, [8.2, 84, 9.1.3 &
]

9.1.5 TAHAZEDEEMERENIFINSDEIEREDS 2 EE
R AR T LD D,
9.1.6 VRE (DEHEE. RDE. 08

HDEE
TEREBELSE R BTN H 5,
9.1.7 QTERX I ZDEIEED H 2 FE. SHRRIKWEAV
U LMAEENS B EE
QTHEE. DESHM (torsades de pointesz&ir) it
ZITBENNFH D, [10.2, 11.1.7 ]
9.1.8 RARNISERAETTEN & 5 EE
EREZESEE2BENNDH S, KANZ /LT FLFY
I ERET S,
9.1.9 BIRAEEDH D FE
EREZESEE2BENNDH S, RANZ /LT FLFY
VI ERET S,
9.2 BikpelREERE
REDZ ) 7Ty APMETRT 2 HENH S, [16.6.1 ]
9.3 frirER=EEE
FEEE2BILSI 2B ENPH S5, /o, KEIOZ )T
FYAPMME R AAREEAH S, [11.1.4. 16.6.2 2]

BEE) XFEMED



9.5 1@

TR AIIEIR L T W A ATEEE O & B 40t IC1E. B LoFR
WA fERtEE LE S RS h B HAEICOREETH L,
FRR ORI O S v Mi2100mg/kg/H 2 FE RS (b b
45mgE G Lic L 02 HBERE (AUC) OR2HICHY)
T5E, BRBIECHEO LR, A ROKEE NI K& 05
TROBEMABLE SN,

9.6 &3Iw

WRLEOFEEROCRBARBEORREZER L. B O
L < EHIEUEARAIR S oMt L < 1EPIE 2 et 2 2
Lo BPRUE FTHHHICBITT A 2 EAREShTWVDY

9.7 INE

971 /NREEZMNF L LA-EANBEKRABRITERL TV,

(5.2 ]

9.7.2 BN THEEE N7~ 17RO KRS DFEHEEE (DSM-TV®Y
2B 50 BEZMRE LTS v RNRBO KR
BICBLWTHENEDSHETE L2 EOREDDH S,

[5.2 2]

i¥) DSM-IV : American Psychiatric Association (K
ERMES%) oDiagnostic and Statistical
Manual of Mental Disorders, 4th edition (DSM-
IVIERREOHT - Hat~v=27 )

9.8

SinE

BEOREBEZTIICBE LKL, HEICKRETS2Z &, ML
FIREN EART2BENNH D, [16.6.3 B

10. 1HE{EA

AANFEE UTHAREBERCYP1IA2, CYP2D6KU'CYP3A4IC

FORF@sND, [

16.4 2]

10.1 HARR (HALBWLI L)

SYHFY AV
BiE (7170
N)
Y74 FIFAY
IVERIE (=7 7«
+)

BE5HhHH0IEHRE
k4% 238 e LU ©
BEIIRSLEVT
Lo oy FHIRS
BMAOMFAIC Y]
DEZBEHIE. 2

Bk BRIRREIR - FEETE | BT - AR T
MAOMEA o b= VEEBERS AN LT RL Y
LLFY VEBIE o DNBIENH| V. Eu b= O/
(z7E-) %, MAOMEA z RIZEVREL LE

5N %,

[2.2, 11.1.1 28] EBD Lok %
JA5Z &S

10.2 AR (HAITEFRTD L)

HHIZE AR - HEAE | BT - BRET

CYP3A4EEH] AHNOVEH %289 |CYP3A4D HEEH
HIVZus7—¥|28FNHFH5. IC&0 . KHl oM
FHEA] oo TNHOEKO|\RHEENSEKRT 50
7YV ILRAER &SR I%. AR O REEFD S,

B (rhary-{EH»ESETEBZ
V) nn» 5,

) B @ u i G

S

[16.7.1 2]

CYP3A45EEA] AFNOVEF A5 9 |CYP3A4DFHEEH
HILNTEE HBENNDH D, FITXD . KA O MmEE
A = N G0 Too TS FEH O R BE N T 2]
V7708 vrE Haehikd 358 | BESH S,

[16.7.2. 16.7.3 &\ KR OIEA RS

H&] NBHREED D 5o

AFTY KAIOEAZEET HHOCYPH T/

[16.7.4 2] BBENDDH 5, (CYP1AZ2,.

CYP2D6 KU
CYP3A4%) oMHZE
ERIC & 0 A&HF o I

[16.7.5 2]

WERE R P2 R HE
TIDERT S EDH
EADH 5B,

BRBESEAT S
AJHEMEA D B o
SEFHA] SEEER SRS WM & EEER 2
RUVVIPTEEC V| 2BEFNMDN DS, FIRTIENEILHN
IR 7on VTENRLED| B,
DS JAUA BEAIC & 0 K wE S

o

AR E

BEAAER - 1B BT

W - fEiRE T

73— (fl)
[16.7.6 2]

HEEER MRS
2BENDNDHB, K
Il Al P HR 3 R % gk
JFEEHIENEF
L,

RN - HH SR 70 5
BIERZRT N
ExoNhb,

o b= RS
BRto b=
FHHL D A A FHEH
L-bU T 77>
BEBA
NMESZ S 5
kT < F— Vi
15
UESVARN
AFNFF =
LG A Wy K F 4
(XFLYTIN—)
REEY F 7 L5

/a3 EFrFUY

? (St. John's

Wort. £k -

Ta—rX-T—1)

EHAER

[11.1.1. 16.7.7.

16.7.8 2]

tu b= UERRESE
WELDBZNDDH
HDT, EFRLTH
5352k,

to = ERAE
WY BBENND B,

TINT 7V rh)T L
[16.7.9 1]

AR e VAT
MM 2BF0H
HHNDT, Fubtuo
> R o [E R
#H (INR) 2E€=
Y —9HZENEE
LWy,

TR

QTERZE T Z
LMo TWw B
Al
[9.1.7. 11.1.7 &
i8]

QTEE. DEH
(torsades de
pointesz &&r) %
HITBENDDH 5.

PRICE D QTEESE
ERaRiEh IRt YTy
2BENDDH S,

11. BIfEA

ROBWERADPHS5DONB I ENFH LD T, BEZTDITITV,
BENPRDONTHEICIRE2HIET 5 4 S#E) 2 LE 21T

STk,
1.1 EXEIER

11.1.1 €0 M= ViEREE BEEAH)
N, IR, FE, EEL. R, WL RBEL &IME.
EfE. SR, I A7 0—X A, BHEMBEALRESE T H 5
bhaZeNbb, tu b= MEAFEE OHHKRICHE
THARENE RS0, RICERT S &, [2.2,
10.1, 10.2, 16.7.7, 16.7.8 ] REIED 5Nz
AL EERIEL. (FGH, KofREoLGER L
EBITHBAEZITS C Lo

11.1.2

EFRNIREE. SFORERRAME (W9 b BHERE)

BEVEDIKIEN A S5 T2F a7 & BEIDE U T MR
EETOT &

11.1.3
11.1.4

T (SHEA)
FHikaEEE. BB (WIhLHEARH)

AST. ALTO ERE 25 FeERE, HEFH5bN
2ZENDH B, 9.3 BH]

11.1.5

FRIRNIVE Y TNEG 7 MMEIREE (SIADH) (BHEARHA)

& b U AMEE., EEBEME. RbF ~ U7 L8R
BN, SRR, B%, BREESLZES RARSIL
EURESTIMEREE (SIADH) % 56bhbZ 0D
DT, BESROSNHEEICIBREE2HIEL, kY
EROHIREET 2 WEB 2175 Z &,

11.1.6 FEZ/SHSIEIRAEIREE (Stevens-JohnsonfElREY) . ZRAAIHE
(Wb SEEAR)

11.1.7 QTER. DEEH (WIThHHEARR)
[9.1.7. 10.2 £H&]



*11.2 ZOHOEIER

5%LLE | 1~5%KE | 1% SHFEANA
SEER [REBEN.EBER. KR, 2RE
B B BEEEE EE. mE.
(15.2%) =R RN
{RERD
W =
F > I E .
FLH R HRE
ZHALELE
* FEMER |[1E AR |K AL 1 o> F IR RE, B, $8El.
(50.0%) |\, BREMTHSIT.EBBEZ .
FEMD R . R R, EBE | I4 70—
W, BER | NHERNE. SRR, R X AL KA
FEEE B, TH&SIE. B
IEAREEE R E 8 O A 1R
B, B GGEDE R
B, OR%E.JE). BE.
B, R |DOERE,
TAE., K
2 B
=T g B b RS R L RESE . N RE R E .
(12.7%) | FHI. BEBiD. (8218, B < |HE® 5 Wt
[} BIERBRER. O, O
(20.6%) Mg e B R | B hRR
AL
TEBRER ByiE . I E | OEEE |k 3K
- £ R E
IR 28 L®»o><0
Mg ANEZubHERRMYE
YA AEI, %M
o Bk A (BRI
HMmERIEZ . &mﬁbr
IFEEERIE 2
IFHRERIEZ
VS ER B
b
] FLBE. 27T |KE
fE. %O
fE. FZ
BRHE R RFAERRE.
AR B % BE .
REREE
JiFfis AST kR .|Al-PER |LDHLESR.
ALT E& EJie
(12.4%) . L5
v-GTPLER
PR ES BHIR PR RE. R
REABE |KE
A FEER NIEF 5 H | Rt iE
Il
BIRH - AR BAEE MR, 7|CKLRE
TET., &
Hm . DU
ENIRR
Z Dfth BWE. B ERRR
JLEE. T L
ZFu—)
k5
13. BERS5
13.1 fEIK
FaRERE UTHIR,. BIE XK T 24> RYHEEER

B ER SO PRMEROMHIPRE SN TV S,

13.2 L&

RENTEEAILZ V.

BRBEZITD T &,

14. @R LOESR

14.1 FAIZABEOER
PTPEZEDEAZPTPY — b A SHD H L TIRAY % & 545
By pHTE, PTPY— MORBBICE D BOHAEERA R
JEARIAL. B3 %2 B LTHERARSEOEE 2 &0
EEHFT 2 END .

I

JEC T WEHEREESEOmEY)

15. ZDHDFE
15.1 BRIRERICE D IER
15.1.1 A TERSI N KD DORERESEORBMEREE2ET 2
BEEZWNRE L, ARZ2ECEROT S DRIOEHH T
Z & AN HREG R OMEHERICB W T, 24 TD~E
HTIE, BRZESLERERIORID Y 27 HH5 DH|
BEBTT I RBERBLTE» . BB, 25K
LOBZRIIBIZ2ERSELARERIOREHIDO Y 27D
EREFOSNT ., 65K EICBVTIZZFDY X7 H%H
D7z [5.1. 8.1-8.4, 9.1.1. 9.1.2 ]
15.1.2 EIZ50 U L2 RHRICEBS NN OBEZHRHEICE W
T, BRNtOo b= VHERDAAEZA LR CZRR5D
Ol LR DAl RS ENBET. BIT0oY 2
BEFLIEDREND S,
15.1.3 BERAICBWT., ERIESHEML. ARE TORRED
BiaL-EOBEDSDH B, [8.5 BH]
15.2 FEBRIREERICE D < fBEHR
Z v bERRW-ER - RETEHHEICB W T, EERAHEMN

L7z DHENH S, [8.5 HE]
16. EYENRE
16.1 MEE
16.1.1 BOlgS

HARNBERBEABMEIC I LY Y 151330mg % BEFO#KS
L& &, B LRNAAS N, FEIHIZENZN31.7, 32.7
R TdH - 729,

R BEBRAICB T 2BEROBRSEO I VY Ty ORYBEEN/S
A—%
HE tmax Cmax B AUCo-w
(mg) | " (h) (ng/mL) (h) (ng - h/mL)
15 4 1.1£0.3 38.1+£5.8 31.7+£8.2 |477.2+115.5
30 4 1.4+0.3 76.4+£17.0 32.7+4.4 11006.3=116.4
S E + iR

16.1.2 kKRS

HARANERERABEIC LT 15, 30XIE45mg 2 ZEfgiE Iz 1
HIBOHMRERORS Lz &, BRERORKEEGIIBVLT,
B 5% 15050 (FPRflE) CREMEFEEICEL. AUCo 24K
CmaxiZZh b5 DRBROHFTHEMMEEZR Lz, 45mgmfd
SO 2328 Tdh 5 72,
BEREREHIC, THUNICEFREIC
nkhr-o75,

RIS B 2 RERORSROMEE T Ly Y REHER

(ng/mL)

EL. FLERERRDS

180

o160
Jﬂ];% 140 IT —e—lomg
oo | —o0—30 mg
3 N —a—45mg
V100 1-HEN e -
;5; o 118 -: T TP+ B, (0=9)
S
pe
-
BE g0 4

[
B (h)

K2 BFRAICEB T 5 RIEHZSHDO I LY P ORYBEZRIST X —5
& n tmax’ Cmax FIRIH AUCo-24
(mg/H) (h) (ng/mL) (h) (ng - h/mL)

15 9 |1.5 (0.75~3)| 43.4+9.44 — 393+84.6
30 9 |1.5 (0.75~3)| 83.2+27.5 — 778+178
45 9 [1.5 (0.75~3)| 146%£49.8 | 23.2+6.06 | 1147+288
P IR RE, CRORE (FRIME ~ BKE)
16.2 IRUIX

16.2.1 BED&FE
fEFERRAIC IV FE 2 ED 15mg 2 H Rk K O AR B BB B 12
BEROHRS Lz & &, AR AEEHAEEEIC Xtmax)
DIPIBIE L7 (HEAhE] .6k, AN AEmEE2.450) 2
Cmax. AUCo-« K UFEBHICIZREOREIIZRD SNk h > 720
HEAT—%),
1) ARIENSBELE SO0, BHRABRKES > SESEE Ak

& % BUHN %
16.3 5

16.3.1 MFZEERES
AHOE MMFEEEANOFEERIE. 0.01~10 pg/mL o i &
THH85%TH - 727 (in vitro).



16.4 {3
ARANGRHICRB# SN, ZOTEERBEEE L. 8MIDOKEE(L, N-26LD
B X F UL, N-2RLOBER 7 LY a v BEfaaic & 25487 3 1t
ThHaHEHMES Nz, SAKEELICIZCYP2D6KUCYPIA2AEICH
5 L. N-2Mifii 2 F AL R ON-2B{bICIZ FICCYP3A4, F7:
CYPIA2HBSLTWAbDEEZ SN, [10. 3] F/, I
ZHFE > DCYPIA2, CYP2D6X UFCYP3A4IZHT 5 HE/ERIZ5
WbneEEZ 5N 9 (in vitro. HEAT—%),

16.5 HEttt
RIS [MC] TR L= ARF20mg 25 Liz L &, #5168
B & TICHR G U7 iETRED 80 ~ 94% AR K D Rt s v (JRef
IZHI75% BARIZRIT5%). TDIEEAERRBMTH 5720 RPN
DORENAEDOIRM R I G LI BHREDSBU T TH D . EhADKRE
ko IEF DB TH 5129 WHEAT—%).

16.6 KENERZHIDEE

16.6.1 BHAEEEIFOMRREE
INFFEYI5mgE ARG Li- & &, PEEROEEOBHKEE
BRER (ZL7F=2 27075 AMEA40mL/minkiE) 8
13 2AUCo %, BHEEEFEFICHKNTZENZN54%KT116%
BWML, 7075 Y ARERBICETLZ. LIL, BEOBHKEE
ETRERTIE. BREEFESERICHNTEEIZY - 7210 JIEA
F—4%), [9.2 2]

16.6.2 FHHREEZEROMTTREE
INFHFEY 15mgE ARG U7z & & ORI TR T =
EHCRESHREFICHANI0%E? 572 F72. AUCo-oldfiEE
REREBICHAFRERTEREHTS7T%EmL . FRETHIELL
V7T A RERTEE®ER T33% K2 - 210 (SLEA
F—4%). [9.3 2E]

16.6.3 GEDMFETREE
INFHFEr20mgx LHIE7HE#S L- & S 0EFIRBICB T
5AUCo-241. JEEIME ICHNBRE CTERICE P -7z (B
1.86%. %tk 1.16%) 12 BHEAT—%). [9.8 2]

16.6.4 BLZICHIF 3 MBEFRE
INFHFEr20mgx LHIE7HE#SG L- & S 0EFIRBICE T
5AUCoulE. BlICkALZETEY» -7z GEERE  2.06%. &
W 1.21%). o, PRIEBEICHRNTLXETERICED -
7o GEEEE @ Lofg. mileE : 1.3f%) 2 UEAT—%).

16.7 EYIEEER

16.7.1 ¥ vaFV—=Ju
fERRABE220IC I Ly E230mga s b3 F Y —)LiEd)
(CYP3A4FHESE) 1H2[E200mgn 7 HEREZR OS50 53H
EICHEROKSG Lz 25, BHMEEGRICHERI VY FE D
CmaxM UPAUCo-wld ZNZN42% K O52% 0 L7213 (4LEA
F—%). [10.2 ]

H2) BOFIENAFTE

16.7.2 HILNIEBEY
R ABIC LN LYY (CYP3A4FEESE) 1H2[E400mg
#21 HERERO#Z S I )Ly ¥ 30mg# 7 HERER DR S
THA. »50VIEINYFE L 30mgz7HEIRERORS%H )L
N 1H2E400mg %2 HEKEROBR S THAL-EZ A,
VWITNOHED ILYFE L DAUCLulZHIUNTEEIC K B8
RFLERNHARIO0% WD Lice —H ANNTEE Y DOFEYE)
BRI A—FIIPRHICEDEER2Z T 2723 HEAT—%),
[10.2 ]

1673 JT=hAY
TR ABMEIC I VLY 1H1E15mg 2 2 HERERORS L.
%t C1H1E30mg %5 HMRERZE R EH%. Iy 1H]LE
30mghk U7 == kA > (CYP3A4#%E3K) 1H1E200mg#z 10H
MREZROBSTHALZEZA, HHICKD IVLITEC D
Cmax& FAUC0-2413 Z NZN30% K VP46% WD Lize —H .
Tz b YOEBHEBICEIHHICEZHEBLRD NG D>
72149 (BEAT—%). [10.2 28]

16.7.4 YAXFIY
TR A B 126112 2 F P> (CYP1A2. CYP2D6. CYP3A4
HOMESRE) 1H2M800mg%ESHEREROREHZ INLIFLEU]
H1[E30mg%7HEREROBKES THALLZEZ A, INFTFYE
> DCmax Kk UAUCo-« 3 B 58 & LN TZNZN24% KD
63%IEM U775, FRIICETERLZIRDONE P o7z, —H.
VRAF VU OEMEEICIIPHIC L ZEEIRD SN L oY
HNEAT—%). [10.2 2]

16.7.5 Y7 EINL
BERBRABEROZEIC IV FE Y 15mge V7 ¥/ 4 15mg%
PRATHEREORS L-EZ A, INLYFEOMBEREEITH
MG S AZIEEMRICHER Lz, —F, Y788 A0MmEhEE
WIS X2 EEEIRD 6N -7213) UEAT—%),
[10.2 ]

16.7.6 T9./—)U
TR A BRI I L9 1H1E30mg 27 H R R ER O
5%, SHEICIVZ PV 15mgHERF O E5#307IC Ty ) —
L60gZE HEREOHRSG L& 25, MEEFILVY T EEITY
J = LVOPRICEVELEBRT 2HAPRD SN, —H. ¥
J = LOIMFEREEREBIITY ) — VM S ERETH - 72
2. AUCIET Y ) — VB SR & Bt LED - 7213 (SLEA
F—%). [10.2 1]

16.7.7

16.7.8

16.7.9

16.7.10

16.7.11

nNaFteFv

BRRABER I IVFF L 1HIEB0mgE S Ft 5
> (CYP2D6FHESE) 1H1E40mgZoHBRERO®RS L&
5. IV HFEYDAUCe 2413 B G & R 18%IE N L 726
—7. SuFtF > OCmax K UTAUCo 4RI & D EE R 21T
o713 EATF—%). [10.2. 11.1.1 ]

REEUF DL

R A BT LY HE 2 30mg D BERE 5 % Bk LR
U F 7 A1H1E600mgD REFED#REO10H BICHEREO#RS L
A FRICEKE INITE L OEYBREADOXEITD S
N o719 (BEAT—%). [10.2, 11.1.1 2]
ozruv

Jatruar e US4~ 2.0INREZRDEDICTILT 7Y V%
BOS L ERABEL6HIC I Ly ¥ 1H1E30mgz7H
MREROBSTHEALLZEZA, FrarEVBRIIETIL
T ) VB SREHE L, DTHATEHLIPERICEE L
(77 7 BEMEGR : 1.6£0.1INR, I Ly FHRHE :
1.8£0.3INR) 13 (AEAT—%), [10.2 ]
FERNUTFFUY
BFRABEROLEICI LYY 1HE30mg?9 H R ER
A5 L7 3 MY 75 Y Y 1H1E75mg %9 HERER OS5 % 0
ALl&za, AICKDBETIEZI VY FE Y DCmaxid36%
BMU2, ZHETR IV OEYBEISS X — & 1281k
BHRLENED ST —H. BRIV EHETRTI NI 7Y >~
DOCmax MK FTAUCo-24EZNZFN23% KX 13%WA L7z25. Bk
TIECmaxA23%i L7213 JEAT—%),

URRU RV
MERTEREE) (I FEY1H1E30mgD RERO#RS &
YARY R Y1H2E]L~3mgn KEZO®RS (WIns 1ERDL
k) ZHA LR, RICEKD ) AR R OEMBEEADE
BIEIRD NG -7210 (SMEAT—4),

H3) RANOEZIREEE [ 2O - > OWRE] THh s,

17. BRIRALAR

17.1 BHUERURLHEICET BHR

17.1.1

B [187S R IR EE ek

S OMBEENRE L 6HEH O MR (L EERIEHAMR = £l
L7zo IRTCORAFRGHTHHHARII15mg/HE L. 30mg/H
BEK *45mg/ HEFIZ 2 B 12 30mgsaifiligE. 45mg/HEfIX3E
ENC45mgigHE U, SEILICHBRIIARZ MR Lz, AA
15mg/HE KX U30mg/HEEO, #E5#7T (hik) OHAM-D&
t2xay (17HE) oR5HER» 5 OZELE (LOCF) 1735
TARBICHBE L TERICKRE P o7z, BB, AKl45mg/HEETD
BRI, 30mg/HEEE EESHOTE A5 7217,

1 HAM-D&&Et 227 (171HH) o&G#7T (Fik) KoZ{tE (LOCF)

#5RE n HAM-DZ{L&D 7=
75 AR 70 -104 (7.5) —
15mg/HEE 65 -13.3 (6.8) * -2.8 (-5.3~-0.4)
30mg/HEE 66 -13.8 (6.9) * -34 (-5.8~-1.0)
45mg/HEE 69 -11.9 (7.6) -1.6 (-4.2~0.9)

1) FHE (FERFZE), " p<0.05 FTILRABICHLTERZEDHD

(ANCOVA)

2) 7 RBIINT 2R/ 2FFH DO EDOHEE B U Z DI5%IEHHIXH

X HAM-D&RtA 27 (171HH) Z{LE0H#KE (LOCF)

0.0 Q
_90 \ —— 7T UREE
w —o—15mg/ H B
o —&—30mg &
= 40 5 , .
= 8 —0—45mg H#E
= 60
=
[
~ =80
~
n I
=100 EE 3 L
X L
a - * . I
= *
z -u0 I o
-16.0
—180

B GH)
Ml £ MR ERT . ¢ p<0.05 (ANCOVA)

BEIfEFFBSEE . AH|15mg/HEFT85.5% (59/69f). 30mg/
HE$80.0% (56/70fl). 45mg/HEF80.3% (57/7141) KU
TIRARBETOT.1% (47/7061) TH -7z, BbZh - 72BIERI
{HIR T, AAI15mg/HET44.9% (31/6941). 30mg/HET
54.3% (38/70f1). 45mg/HE#T42.3% (30/716) ROTI+
AREET30.0% (21/7061) TH-o7zo



17.1.2 ERETE7ILR+Y S VBHERRR 23, FE @
O ORBEEMRE L GHRMORIERL_EEMRIEBRICSL 1) Kristensen JH, et al. Br ] Clin Pharmacol. 2007 : 63 : 322-7.
T AABRGEE (15~45mg/H) ORSGKT (k) BIZBT S 2) Ruigt GSF, et al. Eur J Clin Pharmacol. 1990 ; 38 : 551-4.
HAM-D&& 237 (17HH) oBSHKEH» 5> O L& 3) AAER : SR (200947 H7H&RR. CTD 2.6.2.2)
(LOCF) 1&-13.8+7.3 (n=95) TH o7z —H. 7NARFH3I 4) KB FHIFH. EEEEER. 1990 ; 24 : 5365-77.
LA CBIERE (50~150mg/H) T-11.748.1 (n=98) T 5) AEARR : RERSRE (200947 A7HER. CTD 2.7.2.2)
H0. BILBDZELEZDISWEEXMIE-2.20 (-4.35~-0.04) T 6) HNER : AEOMERE (2009F7HTHERE. CTD 2.7.1.2)
Hotz (p=0.0462) 1® 7) PR MRS 28y EofEA (200947 A7HER. CTD 2.7.2.2)
BIfERFEIBEE L. ARIRGRECTT8.1% (75/9601) RU'7LARF 8) Dahl M.-L., et al./Clin Drug Invest. 1997 ; 13 : 3746,
ViU A S BIERTO8.4% (67/980l) THoko BEZ o) ypygm i w28 Y ARE (200957ATHER, CTD 2.7.2.2)
2o ZENFRIMEIR T, AR GRETA3.8% (42/96f1) RU'7 v 10) Bengtsson F, et al. Hum Psychopharmacol Clin Exp. 1998 ; 13 :

AFY IV LA VBRIERT21.4% (21/98f) TH -7z

17.1.3 ERE BRI SHER
> OFWBEE AR L LA52EMRS (15~45mg/H) L&D,
HAM-D&Ft2a7 (171EH) &, #5MEHD10.2+£6.5
(n=107) 7 5REMBEGETIE, 6.9+5.1E% -7 (OC). &5
GBI, 5520%% (4.0£52) F CTRMTLE L TR L.
FAOEMIEE CONRIMR SN, £z, AAIB0mg/HA 5
45mg/ EADBRIC £ D 3% L7 iEfl 6 80 5719,
#2 HAM-D&# 227 (175H) (OC)
BRI | RGN | 5605 |51 286|520 | #5520k
n 107 100 97 83 71
HAM-D#& 10.2 6.9 5.7 4.1 4.0
B2a7) | (6.5) (5.1) (4.9) (4.1) (5.2)

1) PfE (FHER:E)

EIVEFSEIHE L, 79.8% (87/10961) TH o7z HMBZN o172
BIVEF I MEER42.2% (46/1096) Td -7z,

18. FENFEIE

18.1 {EREF
INVIFEVEHFRO Y F T AR a7 FLFY Y EHESEER AT
OZAEFICH LTHEAERZR L. Bilotn h=2 RO LT KL
FUYOWMBOWMBREEZEERT 5. INVYFELIES-HT AU
5-HTsZ A A% HET 5720, 0 b= OMREEERICE D FEIC
S-HT I ZBEMEELE NS, INFHFE DS (+) BEGEEEEZ
Q2ZBRES-HTZBMEZ EICHEL. R (—) SEEEAIXS-HT:
ZEEZFEICHET 5, N-HAFLREMIEZS v Hﬂ (CHE—ME S h
eREIIT. a2ZBM. S-HT2Z2BA R US-HT3Z BN OHAME L
ISV ERRBETH 2 20
18.2 ;M5 D1EHA
18.2.1 BHMBE SNz~ 7 ADEITH 24MH L7,
18.2.2 v h & W/DRL724 T > MTEIEEIEHER I B W ORL#EE
REERIER2,
18.2.3 RIEHEG TIBRIEH S v b @B THE 2 IH] L7222,
18.2.4 RIEHETT v & W IZBREIKKEERIC B 1) 2 RE) R % 5246
SHB),

*®

19. BWAD (CET 2IBEZHFR

—RE9RI - I LY FE Y (Mirtazapine)

{£%4 : (14bRS)-1,2,3,4,10,14b-Hexahydro-2-methylpyrazino[2,
1-a]pyrido[2, 3-c][2]benzazepine

BEn -

WO FERFEAR
AFN:
NFE:
%R

Ci17H19N3
265.35
HE~AHEORBNEIMRTH S, A¥ ) —ILVROTY ) —

CIETRT L, KITIFEAEBIT VL,

22. @&

(LXOV®E15mg)
100%¢  [108% (PTP) x10]
5008 [10%E (PTP) x50]
1,000%¢ [10%E (PTP) x100]
50088 [F5AF v rEE]
(L XOV*§£30mg)
1008t [10%E (PTP) x10]
5008 [T AF v 7B

357-65.

11) #HPER : FFEEE T OXE (2009F7A7HAR. CTD 2.7.2.2)
12) Timmer C.J., et al. Human psychopharmacology. 1996 ; 11 : 497-
509.

R SEHEER (200947H7HARE. CTD 2.7.2.2)
Spaans E, et al. Eur J Clin Pharmacol. 2002 ; 58 : 423-9.

Sitsen JM, et al. J] Psychopharmacol. 2000 ; 14 : 172-6.

Loonen A]J, et al. Eur Neuropsychopharmacol. 1999 ; 10 : 51-7.
AT FE. BRI, 2009 ; 12 1 289-306.

Al EFBIT 2. BARREAZERE. 2010 ; 13 & 339-55.

AT FE. BREHZEE. 2009 ;5 12 : 503-20.

Haddjeri N, et al. ] Pharmacol Exp Ther. 1996 ; 277 : 861-71.
Andrews JS, et al. Drug Dev Res. 1994 ; 32 : 58-66.

O’ Connor WT, et al. Neuropharmacology. 1986 ; 25 : 267-70.
Nowakowska E, et al. Pol ] Pharmacol. 1999 ; 51 : 463-9.
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