20234E12HELET (H5 1) BRELEERIEES
b s JIVFRLFY L - £0 b AR S OF ST
A : 35 INNEHE iR
—y Ny Oy
‘
. SIVYFEVEET15mgIVTRS]
WA EEE
—y Ny Ony
= e 30 VTRS
SIVIFEEE30mgT ]
MIRTAZAPINE Tablets
15mg 30mg
AR ES 30400AMX00169 30400AMX0170
) - KA ORI L ) BT R B 2018412J]

2. B (ROBEICIIBELEVIE)

2.1 BFIOBA R L CGEBIEDOBEAED H 5 BH

2.2 MAOMLSEH] (L&) YHERE, 59 > A 2 VB, H
T4 F I P RAVNVERE) PG b D I3RS R 2 DOA
DB [10.1. 11.1.12M1)]

3. #HRK - MWK
3.1 #R%
W 9E % I VHHE Y 5El5mg [VTRS) IVYHFE L$E30mg [VTRS)

H %k 5 15Ed I VFHFEY  15mg 15Ed I VFHFE Y 30mg

FUHERAIY . & FOFy 70 eu | JUEARY, & Ry 7ot
U—A, hyERIVFrTy, BEO-A, byERAVTFYT Ly BRE
ool KT A/, ATT) VBRI AT |\ AR AW, ATTY VBRI ARy

A, BET7UOAT—A, Y7 UT—)V|A, ETOAUT—A, Y7 0T0T— )b
6000, RILF% >, W="FkfLEk |6000. MRILT & >, = FRILEK,

=Rk
3.2 HWHOMHR
I el B}
P kS
moE A i i i oo | OHF
INIHE @ @ - ﬁjﬂglﬁqj 2—@
15mg [VIRS) [ Eg SE JEE HiE T4 VT

10.1mm 6.1lmm 3.5mm 155mg

HRtL O 72
DT ANV HT—
FA VT

7 WY Tey
IV Vrias _
i

Smg VIRSI Mg me  me
13.1lmm 7.1lmm 4.4mm 308mg

4. ZhEE - TR
228 - 2 OKE

5. %EE - RICEHET BEE

5.1 $19) 2FOFGIC LY, 24T OREE T, HESE., BN
DY) A7 PHEINT B & DWED D B 120 KF OG5 72 - T,
JAZ ENFT 4y VEEETHI E, [8.1-8.4, 9.1.1, 9.1.2,
15.1.12 ]

5.2 RH % 1SR AM DK D DR E B8 12553 5 B L) & 15
FICHE 52k, [9.7.1. 9.7.221]

6. A% - AE
HWE, EANEI VI FE & LCIH bmgx WA= & L, 156~
30mg % 1 H1REEERTICRE T 5. &b, Fin. ERIIGCIH
45mg % B 2 7 W HEIH CEERGL T 5 A%, HEIE AR oM T
HIFTIHHE L L Tlbmgd 2179 Z &,

7. A% - AEICEEY 23R
R OB EILERANRE 2D &) BETLIEEICBEL %
BHRGTTHI L,

8. ERLERNER

8.1 ) DIERZ T 2 EFWMESEADH V. HREXOBLZNN
HBDOT, ZO L) % EFE B HIGRINE IG 22 LTS 5
BB E ORER IO EERBISET 22 L. [6.1.
8.2-8.4, 9.1.1, 9.1.2, 15.1.1%H]

8.2 gz, M, WG, /X= v 7 5 RIR, S, BOE. BoBk.
WENE, T YT ABERI AR, B, BonSrd sbhd 2
EPMESIN TS, 720 FERBRIEAL 2 TIE WA, Zhb
DIEIR - ATE) % 3R L EFIC BV T, B OB UL E A,
A&, METAIRE SN TV S, B OIRIER OIREDZEL
PUEBECBET AL LB, TIN5 OREROBEE)BIE S 72
BT, REERAEEE T, RA IR L, PlEd 5 7% Sl
BEx1TH) 2 &o [5.1. 8.1, 8.3, 8.4, 9.1.1-9.1.4, 15.1.1%H]

8.3 HEEHMWTOBERMZH 720, BREEMATO 5N 5 HEHIC
W73 %A E G 0T B e/ NRICE L B 2, [5.1,
8.1, 8.2, 8.4, 9.1.1, 9.1.2, 15.1.1&)]

8.4 RIEFICHBRAE S ARMEMN, BB, BBk, SlESo17H)
DAL R OB BIAL D D S b b ) A7 FHIZOoWTH 3%
v, BER & BRI A I &9 Lo fET 52 &, [5.1, 8.1-
8.3, 9.1.1-9.1.4, 15.1.1=H]

8.5 IRE., OFWENHSHLNL I EWHLDOT, AHIFxGHhoHE
(21E. HEHOBERS G E 0 ) M OBIEICEF SRV L) IE
BT HZE, [15.1.3. 15.25MH]

8.6 il (2Ekomil) 12 &) ARG, HlE B RIS T,
SRR, B R OELEDS D SbINA Z EAHRE SN TV S, &5
IR A ICIE, koM B, BEOIRER BIZ L 2t
I llEmT AL,

9. HENEE4HTHREICHET AR

9.1 AHHE - MEREZNH 2 EH

9.1.1 BERERBXIZEREROEENH 2 EE. BRERDH I EH
HEAE BRERY D SbNDEZ EHH b, [5.1.8.1-8.4.9.1.2,
15.1.1%M#]

9.1.2 B> OiREE

lE, HRENSHSbNLI LB D, [5.1, 8.1-8.4, 9.1.1,
15.1.1%H8]

9.1.3 BNHEMEERIHERRENTHDS 5 BE

FEHEIR B SR 2 LD 5, (8.2, 8.4, 9.1.4Z ]

9.1.4 EFMEIESVHEREEZFE I HEE

FEHER B SR 2 D 5, (8.2, 8.4, 9.1.3Z5 ]

9.1.5 TAPAZEDEREMEREIIZChSDEEEDH 5 EBE

T R R

9.1.6 L&RE (DEEE. HOE. RERES) REIENEDNSH 5 E

&
FEIRZ BALE D BENND 5,

9.1.7 QTERR I ZDEREED & 3 BE. EALBRIIRCEHY I LA

MmiEEH & 3 BE
QTHEE:, [ 2240411 (torsades de pointes% &) I +HBFN
dHb. [10.2, 11.1.7%08]

9.1.8 AR FIRNETTEN & 5 BE

FERZEA SR D BLND DL, KHNL VT FL ) Ve
i%j‘;&)()



9.1.9 BHREEDH 5 BE
JERZ B S D BTN D Ho AHNL/ VT FLF U Y itz e
H#ET %o

9.2 BREEREERE
KEND )T T AT T 208N D 5. [16.6.15H]

9.3 fFiREREERE
JEH R E 2 LS 2 B2 D b, $/2. KHDOI V)T T2 A
PN T LR H 5o [11.1.4, 16.6.220H]

9.5 itiw
TR OIAEAR L TV B T REE D & 5 EIC 1L, GH LB Rk e
Btk x B2 LRI SN DA ORTEG T 5 2 & IR DI
Mo 7 v i2100meg/ke/ H 2 #EHH5 (k M24bmez 5 L7z &
EoegbEEs (AUC) ORRHICHY) 32 &, BREHEETED
BRI OEENEH K O TR ORI B S,

9.6 B3I
R EOFFEROHIREOERIELZE L, ZILOMkGR L <
OSSR O L Clddib e a5 2 & B RO
b T PICRATT A 2 L S Tw A Y,

9.7 /pRF

9.7.1 NEEZI G E L2 EINERRABIIER L T, [6.25 1]

9.7.2 AL CEB I NAT~1TROK ) DS (DSM-IVP 285
258 BEENGRE LTI 2 R EOBKRRBIC BV TER)
HDPHRTE Lol OWMEDVH 5, [5.22H]
7£) DSM-IV : American Psychiatric Association (A [E[ 4% #i [ 2%45) @ Diagnostic and

Statistical Manual of Mental Disorders, 4th edition (DSM-TV#§#i B ZHT -
it~ =a7w)

9.8 EimE
EBHEOREE I CBIE L s, HMEICHRST 252 Lo MpiRE
WLEAT2BLNDH 5. [16.6.3ZH]

10. #E1EA
AHFNZEE LA BITIEFECYPIA2. CYP2D6J% IFCYP3A4IZ & 1
R END, [16.45]

10.1 HAZZE BFALEVC L)

Bk AR AER - 358 B - falsAET
MAOMEH v b= VIERERESH S DM VT L) v, ka
L FEY CHEEE (7 (M5 EhDH D, MAOM| b= DM EEN T 5 &
¥—) EHN G D B VIERG [EL NS,
FHFY LA VVERE (7| Ik B2EE DI o B E IS
JLsh) BH LAV L, 720 K

F T4 XN AV OVERYE | S BMAOBL ) 12 Y)
(=7 74F) DB DAL, 238 D
[2.2. 11.1.1B#] TolfEEHITLI L,

10.2 GHAER (BHAICEETSR L)

Sk FRIRAEAR - $518 5k B - fEnT
o b= R o = EERSSE L v b = SRR T 2 B
BRI T N =V HID A |2 BZNDHHOT, HE|ZNDH D,
AR LTHGTH s,

Bk FRPRAEIR - $51E 7715 BeFF - ki ¥
CYP3A4HEH] RN OIEMN % I8 $ %2 8% |CYPSAAD FHEEMIZ L 1,

HIVZ a7 7 — L REH

TV = VR (b

a5 — V&)

I QuicF VNS
[16.7.1ZH]

nWries, 72, 2hbHo
HHI DG kR, AFH O
TERD B S 2 B2 hnd

%o

AHD MY DA
A D B

L-NY 7 b7 7 v A RA
MU Ty SRR
b7~ F— ViR
DESVRS
AFVFF == LAY
KAy (AFL T N—)
RERY) F 05
A4 Iy bFY Uy (St
John's Wort, £~ b+ P a—
YA T—b) EHEER
[11.1.1.16.7.7.16.7.8% %]
TINT 7)Y R T L
[16.7.9%&]

T a2 SRR SR | R AN
TLEBENNHDLDT, 7
0T e R o [ B
#It (INR) 2E=%—7F
b2 ENEFE L\,

QTIER % 2 2 3 2 & A% 5 |QTIER, L= M (torsades | FI 12 & 0 QTAE K AF H A%

T B3 de pointes% & tr) EE I |MWICHMT 2 BEN2H
[9.1.7. 11.1.72M&] TBEWDDH b, %o
1. BMEA

WORWERDSH S b b 2 LW HDT, BEEr T, B
WSRO LN A3 G 2 Ik 5 % E@EU R EETTH &,

1.1 EXLEIER

1.1 &0 M= EERE GHERH)

ANge, Ml B, BEEL. JETTE. M. FEEL A, FAE. AR,
I u—X A, AEMEANLESENSLbNDLZEND D, U
b= EHEE & OB IS B T REE DY < e B 72, HRICTE
BYAHZE, [2.2,10.1, 10.2, 16.7.7. 16.7.851H] BH1500
SNHAEIIE RS 2k L, REEL KROmaEo s yEme &
DAY 2 ALiEZ 4T S &,

11.1.2 WFERIERE. IFRIRRADE (V371 HEEAR)
JEASEDIRMED A S N2 70 &0 BB U CIERE 7)) &
o

11.1.3 & CHEARH)

11.1.4 FAEREREE. |E (W3 b HEARH)

AST. ALT® LR % PE) JHkieRE, #E S5 bN b 2 Lh
H5b. [9.321H]

11.1.5 WFRFIVE > RNEESTBEMREE (SIADH) (HHEEAHT)
% bV A ddE, EEEE. Ry b)) 28w o #5h,
EOHRIR ., T, AR L D PURIR AV AN A S UME I RE
(SIADH) 2% Hb b 2 L H5H DT, BENFRD LN/E12
FHEG- & Ik Uy AR O R #E ) 22 L %479 2 &

11.1.6 REHEREREE (Stevens-JohnsonfEREE) . LHAIHE (W

CYP3A4HHHA] RANOVER AT TGS 5 BZ |CYPSALD FF#EAE I L 0\
HVNTEY NHb b Frz, TNHHE KA OMEEFRIREDH T 2
PE=S F O % Ik d 286, | THEEzD 5.

DIVA At RH O DR S 0]

[16.7.2. 16.7.3Z&] BEVED D B o

IAFT Y KA OVER % W8S % B2 [HHOCYPsFH (CYPLA2,

[16.7.4%1%] nrd s, CYP2D6 % UNCYP3A4%E) O

PSR & 0 ARFH] o Jin 4
RN AR D B o

FAERA
Ny VYT YR
TT RN

[16.7.5%M]

S ERA SRR SN D BZ
nWhdhs, £/, D7 EN
L L OBFFIC X ) RS
FAE T OV B AR HE ) 28R
B2 LoWEPH L

FHINEY 2 SEHER 2R 9 2 &
HEZLN Do

TIva—) (ki)
[16.7.62H]

BT HR S b B2
WA %o AFHIRF LA
BT S5 2 L NS
Lu,

ARG - AR 22 SR %
RYZENEZONL,

ERARY )]
11.1.7 QTER. OEHEHA (WIS HERE)
[9.1.7. 10.2&H]
11.2 ZOOEIER

FRRE B 5% F 1~5%Aii 1% Al SHFEAIH
EX-2hRIN REIN. 82| B R | HoE . S, |57
& (15.2%) e IPHE, A
PR
ERA mIOs s F v
MURE FLET TR H
JE. WHEALILE
i EUEsE 18R (50.0%) . [RA0 e £ v | E T B Wbk, gEEL,
FE VO F o EFESUR, IRIE | 7 2 YT NEIFCE NN
SH AIRAE. HEREME| A, HEH, | u—x A, LA,
3 AL TR R (KDL A B
REeIEmER, BloAfE GEE)E
R AR | RE) . REIR, O
R PR DEEERE. A
. BUEN,
HAL# M B (12.7%) | REERE . T, | BER . INEZRR, | e iR B, WE R
18 (20.6%) [l BAPUE, [ B < O 10| sk
W, FEERIE i | S
TEBR S By, MU RO VAL XS 1 EEN
qI0NES
B Lxo<Y




FEHE 5% LI 1~5%Ai 1% i AN %?&9%}: b2, THRUAIC l REICEL., F 7:%:*;'@&32?&5{) SN o
LK AT W S| P BRI 72670,
A, LD, |, 0
FLER R % . 0T | AR A 2 EHER BT B RGO IV 5 Y OYBIRESEN ST X — 5
R ERHE %, Wfp i Tmax* Crnax Tz AUCo-21
HI L, ) v o8 (mg/H) " (hr) (ng/mL) (hr) (ng * hr/mL)
b 15
T Frg 15 9 (0.75~3) 43.4+9.44 — 393+84.6
SE 5 1.5
T AW E. T 30 o (0.75~3 | 8:2%275 - 78T
W iENE, AR 15 N N N
& 45 9 (0.75~3) 146+49.8 23.2%6.06 1147 =288
IR AST L5, ALT|AI-P LS LDH LS, €Y Sl (R ME ~ Rk fE)
A (12.4%). Ve ER Mean=*S.D.
y-GTP_L5 e e
W T R T R FERERE 16.1.3 £HFIFIFUHR
FibTE (3L EHE5230mg[VTRS])
I, — AEFEMML _[FHAEA FEHER A S T12 3L & ¥ > 530mg [VIRS] &) 7L v 7 2530megd 2
il - A P ?”fﬁiﬁECK”* RZNIEE (3L YU L L LT0me) % #AHHEE TR S L C D
% IV HE CREREEZIE L. SO N8 WERE/ T 2 —% (AUC.
zof B, ST, Conae) 120V TOORHIX A CHERBRAT & 7o 7245 . log (0.80) ~log
LT (1.25) ORI T 1) THI O LYW SEAHR S 172 (7 0 A% —/3—
i) Y,
13. BERS H5E ST A—F BEING A~
13.1 - AUC Chax Tmax Tz
3.1 ER (ng * hr/mL) (ng/mL) (hr) (hr)
Tk UCHIIR, B SRR % B > 525 e % O IR

VEH D AR RGR OIS ST b,

13.2 W&
R 2 RN 7 e MBS U CL IR G-ZE 0w Y] 72 AL iE
%'fl’)&-to

14. BRALDZE

141 EHZMNEOXE
PTPEEDHHANIPTPY — 1\ ﬁ‘%ﬁl DL CTHRHS 2 & ) HRET 2
Z ko PTPY — FOFKIZ L D S A FE R A~IA L
HiZidgfle b2 L“C%ﬁﬁrﬂ(lﬂx%@iﬂ%&%ﬁﬁ%ﬁ’%‘f% Ny
H5o

15. ZOMOEE

15.1 ERER{ERICE D 5%k

15.1.1 #ALCHEMB I N72K ) Dtk EES O MEETY T 5 8%
ERRE Lz, KEEETEBOP) OF O 7 5 1 R R R
HEEOMEHHRICB VT, 24FUTOBRE TIE, HRSEL BME
BIOFHDY) A7 HH) SFIFEGHTT 7R L HIRL TE» o
72 2B, 0L EOBFIIBIT A HREGESHEEROFEHO )
27 O EFIZED 5N, 65 LLEICBWTIZZD ) 27 N EAD L
720 [5.1. 8.1-8.4, 9.1.1, 9.1.2%&MK]

15.1.2 F1250i% DL b & 5 SIS FE i & M7yt O ESF A I B W T
FIRW L0 b= 2 FHC) AR HER L O=80009 OF & &4t
DHEHG SN BETUBFTO ) A7 PR Lz 0GR D 5.

15.1.3 R AIZ BT RIEIR2SESIN L. AR F C o R AN A
L7z oMENH 57, [8.55MH]

15.2 FERRRREAERICE D C 15%R
F v b &G EER - REATEIRRBRIC BV, EER S L7z
DD BV, [8.55 ]

16. EMEHRE

16.1 MM

16.1.1 BEKSE
HARMNMERR AT IV 9 1501E30me % RS Lz & &,
R RMILA A S, I E e 317, 32. TR TdH - 7249,

F1 BB B 2 BRSO 3V 8 ¥ > OSEWBEEN ST A =5

F Thax Cmax Tz AUCo-o
(mg) " (hr) (ng/mL) (hr) (ng * hr/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 1006.3+116.4
Mean£S.D.
16.1.2 RiE#S5

HARNBERR AR IV &5 15, 3031345mg % 1 H 1R H M AERE I
i‘y"i%i Lf: L&, BHRGEORMGIIB T, K5%1.58 M (R ) Tk

B EEITE Ly AUCo24 L UCrmaxld 2105 0 i D #iH T AR B 1 2
ZN l,f_o 45mgiR i G- 14 D123 2 TdH - 726

771.03+209.77 | 78.19+27.19 1.7+£1.0 19.1+3.6

30mg [VTRS]
V7L s R
30mg

777.84+195.44 | 78.35+25.92 1.8+1.2 19.3+3.9

Yy £ iREER A (n=60)
(ng/mL)
100 4
90 1 —@— I ¥ ¥ §£30mg [VTRS)
80 4 —0—1) 7 L v 7 Z$£30mg
70 4 CE¥fil = B R 25, n=60)
Il 60
50 4
10
30
20
10

0 6 1‘2 lé 2‘4 30 36 4‘2 4‘8 54 (;O 6‘6 7YZ
51 (hr)
SN D12 AUC, Con$00/S7 4 — £, BBE OB, i ORI
W - BRSO RBAIEC & > TR B TREA D Do
16.2 ORI
16.2.1 REOHE

v & A 2 15mg a il B R OV I AR | B AR T S L
JEIE L7z (s i
TEFEO

TERERLALC 3
7ok &L AR IS IR IR 1 ToaS D 37012
1.6IERT . SRR A2 AREE]) A%, Camaxe AUCo-e & OVBIZ
MBI LN hro72Y GHEANT—%),

16.3 2%

16.3.1 MIFFPES
INVFFE YO MIEEANOEEHEIL, 0.01~10ug/mL o i ¢
85% T - 7212 (in vitro) .

16.4 X3
IVE VY L HEHIACH S FoZERBHREE L. ShLoKEE L. N-2fL
DA F VAL, N-20LDBAL KOS 7V 7 0 v BIEAE I L D848 T 2 VL TH
% L sz, sfiﬂaﬁ*%ﬂ: ’liCYP2D67YLU°CYP1A2fJ§~'~ IZB5- L. N-2fr
JBi X F AL T ON-2(BR1L12 13 12 CYP3A4, £7:CYPIA2HBIS L Tw5 b
DEEZ BN, [10.’5%1 i 720 IV HE L DOCYPIA2, CYP2D6 UF
CYP3A4IZxH§ A2 EEIZIT Vb D L Z 2 52 (n vitro HVEIN T —
5o

16.5 Bttt
RS [MC] TR LI VYWY L 20mgr k5 Lk &, 574168
) F T2 G- L 2 T RE D80~ 94 % AR K ONFE 2 Hli S v (R IZHY
75%. FEHIZH15%) . FDIF LA EIRBWTH > 720 RITNDORZEAED
PEM-E 3 S L 2 B RED5% LT T 1)« FERAORZ RO PR b I 12
LETH -8 FEAT— %),

16.6 HENHE*HT2EE

16.6.1 Bi¥pEREEROMBPEHRE
INVFHE U 15mgx Halfk G L7z & & hEREE N O EE O SR T B8 (2
L7 F =2 ) 7T Y AMEADM0mL/minAdi) 12817 5 AUCeH-x, BHEREIE
TERICHRTENENSA% KL TLI6%IEM L, 7)) T F ¥ ATHBEIKTL



770 Lo L, BEOERBETERE I, BRIEEEEHICHTEI LD -
729 (SHEANT— %) [9.22:0]]

16.6.2 FF#REREEREOMTEFIRE
INVE Y 15mgk HAHES L7z & & 0Ll AT R REI T w3 B < e
ERFE T ARIA0% B o 720 720 AUCo o3 fEHEElh 3 TE 12 L~ TR A
T g C7T%m <. RETHIELZZ ) 7 J v AGIFHERRIE T i
FET33% M- 7219 WEIANT— %), [9.320]

16.6.3 SHEOMIFFIRE
IV Y L 20mgE1HAT7HMPES L7z & & 0@ FIREICB % AUC)H«
LIRS I NSRS TE IS o 2 (B8 L) P (4t
EAT—%), [9.8%H]

16.6.4 BRIZH T HMIERRE
IV Y L 20mgE1HAT7HMPES L7z & & 0EFIREICEB % AUCH«
. BT CEr o2 GEmEEg 2.0, SlE 1265, 72,
PRI B AR TR CHEICRE - 72 GEmiig - 1.665, miia 1.3
) 17 (HEAT— %),

16.7 EWHEEIER

16.7.1 A haAFV—J
TEHERR N PE226012 2 Vv & K 2 30mg% 4 b 3 — )LF) (CYP3A4IHE )
1H2[E200mg D7 H AR S of 530 BICHEROES Lze 25,
Hp% G R 3OV 7 Y 2 O Cnax L FAUCo-eo 13 Z N2 1142% Jr UN52% 1
mLzz® HEAF—%). [10.251]]
1) REOFERRE

16.7.2 HIVNTEE >
TR A B VN~ B ¥ v (CYP3A4FEE3E) 1H 2[01400mg % 21 H K
BRI 5% 3V & ¥ »30mg % 7H BRI S CHE. 5wk 3 v
7Y 2 30mg% 7 H B R 1% 5% V< £ ¥ 2 1TH2[400mg % 21 H 4
RAERROHEGCTHHLZEZA, WTFRogAEL I VT E L OAUCHulT Y
WNT B L DBEFEFERNIA60% D Lize —Ji. A< EE
Y OEWFENT A= FIIHRIC LV EEEZT o2 GHEAT—5).
[10.2&02]

16.7.3 7= hA>
FERER B I VS Y Y 1H1E5mg% 20 B SR TH#%S5- L, Hi <l
H1[130mg %5 H M BAER 4% 5-%,. I V& FE Y 1H1E30mg/k 7 = = b
A > (CYP3A4#3# %) 1H1200mg#% 10 H B KAERE %S CHA Lz &2
Ay PHHICE Y 2V HFE Y DOCmat FAUCe-241d T2 130% o U846 % 1% 4
L7ze —H. 7= M v OEYEREIITBEHIC & 2Bz SNk o
7219 (SR T — %) [10.2281]

16.7.4 S XFT >
T AT L2612 3 A5 >~ (CYPLA2, CYP2D6, CYP3A4%E o[ 455)
1H 2[800mg % 5 H [ SR #5454 3 )V & ¥ > 1H1A30mg % 7 H [ R4
[T LZE A, INVTHFE Y DCrak FAUCo- 13 il 505 & 1
NRTCTENEN24% K O64% I L 7255 P IZ A B R E TR SNk o
Too =TT AF Y 2 OFEWEIREI I & 2 5EIERD SN o729 (4
EIANT—%). [10.25]

16.7.5 Y7 HE/NL
TERE N BV ORI SV Y v 15mg s ¥ 7 78 A 15mg % §F ] THLE
OG- Lz 2A IV HE v OB EMP 55 2 1 3IZFERIC
HeR Lizo —Jiy U7 N ADMBEFEEIZBETIC L 2R SNk
o7 WHEAT— %), [10.228]

16.7.6 TH/—JL
TR A BYE6HIC I V& Y 1 1[30mg % 7 H I RAER % 5%, SHHA
123V 8 2 15mgH R 4% 5- %3055 12 = %/ — V60g & HIERE %5 L
el ALMIER I VS Y VIBEIZZS ) - Vo IcE ) Em R T S
MDD Sz —H, ¥/ — Vol EiEEfEfziz Ty ) — )L il
B LR CH - 72 A5 AUCIEZ ¥ 2 — )V EpidE 5.5 & i LKA - 72 (4}
EIANT—%). [10.25&]

16.7.7 NOxF+&F >
TR AT T O PELZ 3 V2 ¥ Y 1THLAI30mg E 7Su ¥+ >~ (CYP2D6
FHEESE) 1H1M40mg %z 90 M RER OG- L2 2 A, IVFF LD
AUCo21lE HAM GIRE & JE_18% M L 720 — . /S0 F £ F ¥ O Crnax K U
AUCouldBEFIC & W B2 2T e h o2 WHEAF—%), [10.2, 11.1.1
Z:Hd]

16.7.8 REUF I L
B A BV IV & K 2 30mgd HRIFE % 5% HALSUE R 57 41
H1[E600mg® AR 1#5-O10H HICHERE %G Lz &2 A, fFHIC &
5 INYHFE Y OEYBREANOBEIZRD SN h o720 HEAT—4),
[10.2, 11.1.1=M]

16.7.9 777U
JO oy UVEBEAST.4~2.0INREZZD LT VT 7)) ¥ E2FOHFKS L
7 AERE R AN BEL6BIIC 2 L & ¥~ 1H 1MI30mg % 7 H B AR 4% 5- T hEH
Lizbzan, FutuaryErBfiEvvr 7 ) v Bdk G L gL, b
PCEHAINPEZICEE L (TV7 7)) Y HMESE 0 1.6+0.1INR, 3
VY BRI 0 1.8+0.3INR) ® (JHEIAT— %), [10.25H]
16.7.10 7X MU TFU>
R AN B Ol 3 Vv & Y TH1E30mg D9 H I RAERE 3% G- & 7
I MY TFY CIHLET5mg % 9OH M AR G- 2 B L7z & 2 A, BEHIC
IVFEMETIEINIFE Y DOCnaclZ36%B WM L 7225, KHETIRI VT HFE
DIPBREIN T A — Z 1B A SN o720 —J7 BEAIC XY Tk
7 M) TF) Y DOCmax X NAUCH2lE N2 123% S O 13% kA L 7255, 5
PETIEConax2S23% BN L 7218 (SAEIAT— %) o
16.7.11 URANRY K>
HATEREII VY E U IHIM30mgd EZE LS £ ) ZAx1) F
Y1H2M1~3mg® AR5 (Wb LEABILE) &R0 L 7zk R, OF
JHIZ & 1) 2R R OFEYBIRENDFEIL D SN o 1220 JLEA T —

5)o
1£2) AA ORI [ 00 - ) DIRE] Th s,
16.8 ZOfs

(RIVEHE > £15mg[VTRS])
IVYH U EE15mg [VTRS] 1. [EEATE % 2 K10 A o 4 1
[FSEPERER T A Fo A4~ ] 120&, I V¥ ¥ r$E30mg [VTRS] % &
BWHIE L7ze &, HEEC D SWANIAEWFEICFAZE L Ak Shz?,

17. ERERAGIE

171 B3ERVREMICET 555

17.1.1 EBRFE LT 7 AR B
I ONBE AR E LIc6R B OMIE L Z EE MBS FEfi L 72, 37X
TOINEFE CFGHE O =IZ15mg/H & L. 30mg/H # % 0'45mg/
[ #1325 B 12 30mg 5l 84 5. 45mg/ H #1338 B 1245mg~ iRl B L,
B ICHERIAHE R L2 IV Y 2 15me/ H B & 080me/ H #
O, FHHT (k) FBEOHAM-D&EIA a7 (17HH) of5-BEm 25
OZAb® (LOCF) 377 v RBFICHB L THEICKE o7, 2B, IV
Y v 45mg/ HBETOMEIE, 30mg/ 0% Li 5 b D Tldz - 7252,

#1 HAM-D&RIA 27 (17HH) 0#%547T (Fik) BoZiks (LOCF)

P58 n HAM-DZ{t&EY Y
7Tt KB 70 -10.4 (7.5) —
15mg/ H # 65 -13.3 (6.8) * -2.8 (=5.3~-0.4)
30mg/ H # 66 -13.8 (6.9) * -3.4 (-5.8~-1.0)
45mg/ H #E 69 -11.9 (7.6) -1.6 (-4.2~0.9)

1) Mean (S.D.). # :p<0.05 7 JtKEIIHLTEEEDHY (ANCOVA)
2) 7T VKRR B /N2 O 2 O HEE N T UNE 095 9% 15 HHIX R

1]
—e—JFSthE
B \ —o—15mg/B¥
oo | N\ —=—30mg/OE
2 —0—45mg/B 3
;%( Y QS - - Mean+SE. .
o # 1 p<0.05 (ANCOVA)
380 XD
™~
i
K-100 e N R T e T
-
0
L R i e R
2
Y R E—" T
- i
-180 !
0 1 2 3 4 5 6
W ra0E)

HAM-D&FEIA 27 (173HH) Z{bzoiER (LOCF)
BIVE I SEBIMEEE (2. IV 4 F ¥ >~ 15mg/H#T85.5% (59/69%1). 30mg/H
#:T80.0% (56/70%1). 45mg/HEET80.3% (57/7141) K17 KRBT
67.1% (47/70B1) TH o720 b EHh > ZEWEMIZMEIRT, I VFFLE Y
15mg/ H #:T44.9% (31/69%1). 30mg/H B T54.3% (38/70%1). 45mg/H
TT42.3% (30/7161) RU7 T LAREET30.0% (21/7061) TH o720
17.1.2 ERE M7 LR Y I O3 BHEEAER

I ORBHEERRE Lz6EM OB - EERILEHRBRIC BT, IS
WY PG E (15~45mg/H) OF5#T (k) BB 2HAM-D&#F
Za7 (173 H) o5 -miEmr» o 0% bmiE -13.8+7.3 (n=95) TH -
Too =S TNVEFFI LA JEERE (50~150mg/H) TiE-11.7+8.1
(n=98) THY., ZILEDEZDBUEMEXEIL-2.20 (—4.35~-0.04)
THot (p=0.0462) ¥,



BIEMSEBURE L, I VS E VG TT8.1% (75/9661) KOS 7 VAR ¥4
I U LA VERIEHETES.4% (67/9861) TdH o7z, e d %o RN
KT, INFHFEEGHTL3.8% (42/9681) RUTVERFHFIv~vL A v
FREEHEC21.4% (21/98%1) TH -7,

17.1.3 ERE I HRHARS5HER
I OB HEERRE L2628 (15~45mg/H) 12 &Y. HAM-D&&T
2a7 (179 H) &, &SGR 010.2+6.5 (n=107) 2> 5% 554667 C
X, 6.9+5. 1% -7 (0C). #56M%LIME, #5520 (4.0+£5.2) £ T
TRMTRELTHR L, IVyHFE L OENZKSG TOMEIHER SN, F
2. INVEHE 30mg/H A H45mg/ H DRI L 0 2 L 2ER b iR
,;)*Lf:zafzmo

#2 HAM-D&RFZ2 27 (173HHE) (0C)

N %5 %5 %5 %5 %5
RS - [ 0 N s
B i3 i 6314 1288 24381% 52i81%
n 107 100 97 83 71
HAM-D&t 10.2 6.9 5.7 4.1 4.0
Aa7y (6.5) (5.1 (4.9) (4.1 (5.2)

1) Mean (S.D.)
BIVEFHSEBUE (L. 79.8% (87/109B1) TdHh o720 b L0 o /-EIERILE
f%42.2% (46/109%1) ToH -7z,

18. EhEEE
18.1 fEARF

INEFEVIFIFHRED Y F T ARiae7 KL ) Y HOZFER L OANT OZ%E
iz LCREYUEIZ R L, oo k=2 RO/ V7 FLF Y ¥ D5
DMFAEEZ RS o IV FFE U II5-HTo  O5-HTs % BE % fE§ 5
72, k0 b= Y OMREER ALY FISS-HTIZ AR E M b s b,
INVIHFE DS (+) SGEEMEARITaZ R E5-HTeZ mE % TICHE L,
R (—) $EGRIARIIS-HTsZ A % FICHET 20 N-BLAF VREDIZT v
M CME— g S A T e B R R O5-HT2Z AR~ O BRI 3
VEHFE Y EFBETH 72529,
18.2 $i5> 21
18.2.1 WRHEf]E Sz~ A QBCEITE) % % L 729,
18.2.2 5 v F #H\W/zDRL724 R F » MTEISERIERER 12 B W CobES R %
FREE,
18.2.3 SUfHH% G- CUAERTEI T v b o BEhE TUHE & B L 72%
18.2.4 RfE#H5-CTT v I & 723K kBRI 35 0T 2 AN B IR [ & 504 S &
7:33)0

19. BRIRSCEET 2L E

—figf ks 1 IV FHFE L (Mirtazapine)

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

5 F3 ¢ CisHioNs

& 1 265.35

AL

a0 Xt TEREN
TR A~ IR O IR EOR R TH 2
AL = VIIETE =) (99.5) IZETRT L KIZIFEALET
2\,

22, G

(RIVEHE > #£15mg[VTRS])
100%£[ 1052 (PTP) x 10]
5008 (108 (PTP) x 50]
1008E[/N 7 ]

(RIVZHE > #30mg[VTRS])
100%£[ 1052 (PTP) x 10]
1008 [/ 7 ]
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