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Mirtazapine Tablets [AMEL]
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(ROBEIZIIBELEWC E)

1 AFN O3 L CREGEDBEERED & 5 B

2.2 MAO FHZEH] (L ¥ v EBE, I9HF) v 220
iR, 7453 FADIVERE) 2#%GHH 5 0IEHkS
ik 2 M DN BEF[10.1, 11.1.1 2]

3. FERK - R
3.1 fAmk
i 4 INVEHFY U5 15mel 7|3V F Y V8 30mel 7
PRI o AV
BFR) 1&g, IV HFE L EER., I VY HFE L
W |1omg # &H T S 30mg 2 EAT 5o
AMEARFY . b EO O |\ AMEAMY. Py ETOD
DA AN < N w S D A AN ol N w I S
o)t u—A, 87o)k)lao— A, #
Bk AR, A7 7)) = bEk, B mk
TIH | v~ 73 a, 7\ 5 A, AFTY V<
UXU—RA, ffbF4 v |7+ 7h, 70 x0
<7 uId—)l 6000, #w|l—A, BibFy . <7
SO bER. AV oN o T— )L 6000, =L
ay ., AIVF o Ty
3.2 EFOMIR
) ) B
mos | A | - kssm | W
AP N
2 -7 1 |EDEHSS
IV YKV | VT NZas
$% 16mg [ 7 2 E % 102mm S
g s [FLEEC#962mm 157 AV
o JEE % 3.6mm
g : 7 1545mg
=N N
VAP N i
RaIC DIC DI==
5)1/57'“:5‘/ ,‘/7‘%% IV
$& 30mg [ 7 X - 5%
o JEE % 3.6mm
g . #1545mg

4. HEERIFHHR

PACL

-+ D DREE

5. REENIIHRICEHET 5FE
5.1 H#H) DHOFEGIZE D 24 UTOEET, HERSE.
HEEHO) R 7 D8INT 5 & OIRED H %720 KFEIOF

Hizd1z-o T,
[8.1-8.4, 9.1.1, 9.1.2, 15.1.1 =&
5.2 AH % 18 A DK 9 DIk E S
WIS T HEICHEF A2 2, [9.7.1, 9.

Y A7 ERA

T4 v MEEETLHI L,

BANHGT DRI

]
7.2 ]

6.

©

RERVAE
WERACE IV FE L TLH 15mg 2 ¥ HE &
L. 15~30mg % 1 H 1 MBERNREIRGT 5. &b, £
Wit FEIRIZIE U 1 H 45mg %8 2 2 W #iFH C# S 2
A WER 1AM EORBEZHIT T HHEE LT 15mg
ERCE o ReR

. RERUVAEICEET 38

KA OF G-I LEIRNR E 5 % &) BB T EITHEEICE

BLANORGTH L,

))

. ERRERER
A D OEREET 2 EHIMIESESD D AREROBZ

NDHLHOT, 20X % BE G FGRINT I k55
HEE T HBICIEEE ORER ORREEDZIL 2 1R Bl
2452k, [5.1, 8.2-8.4,9.1.1, 9.1.2, 15.1.1 &
]

2 g R B, X= oy 7 5E0E. RIR. SRIEIE. E

Sy
=

B, DR, HEYE, TV T RIS, R, B
TREN DS ONDL ZENMEEIN TV D, T2, WEBRIE
S TlERwhs, IS OFER - fTE % 3£ L 72 ERMICB W
T, R EBEOBEAITEBR LS., BREN, WEFTAHH
HEINTWD, BHEDORER WO EIL 2 HER BlIE
THELEBHIT, INSHOIEROBENBE S N GE12E,
ARE R 2 B g, e i L kT A 2 &) 2
#1792 k. [5.1. 8.1, 8.3, 8.4, 9.1.1-9.1.4, 15.1.1
ZH]

3 BHEAMTOMERMZE <720, BREMI RO 512

BHEIVIS S B5a120, TIRGOL)T HEE fhMRIZE &
HAHTE,[5.1, 81, 82,84, 9.1.1, 9.1.2, 15.1.1
ZH]

A FIRFICHASER BN, B, BB, Hfliess

DATE DZEAC T CFEFER BBV H b b D) X 712D
WM AT R & B IER C L) ) KO HEE
$5Zk.[5.1, 8.1-8.3,9.1.1-9.1.4, 15.1.1 ZH]

S5 IREL OFVERDH L bND I EHDHLEOT, KilFxGH

DEFIIE, HEEOEEEF IR 2 M ) BROREICHERE S
BRWEIEETZI L, [15.1.3. 15.2 ZHd]

6 Gl (BHRoTIlk) 12X R, B AR, RE)

PO T, SR RN VB D bbb T LD
ENTWD, HH2HIET 258121, RO P& T,
BEORELZBR L 200 HA1HET S 2 Lo

BHENEREHITHEEICHT IR

A BHHE - BREEEOH 5 8E
A1 BEREEXIZAREROBREDSH 5 BE. BRSEBDH

BE
HERSE. BRENF SO DbNDL I EDH S, [5.1.
8.1-8.4, 9.1.2, 15.1.1 &]

1.2 iB5oREE

AL

PR HRGNAH DML LB D, [5.1. 8.1-8.4,
9.1.1, 15.1.1 =MR&]



9.1.3 BOHREMEENIHERRENTRNS 5 BE
FEMERZIE S L 20D 5. (8.2, 8.4, 9.1.4 %
]

A4 @EESEVHEEEEET5RE
FBAEIRZMES e D 5, [8.2, 8.4, 9.1.3
]

1.5 TAPAZFDOEREMREII NS DEREEDSH % &

%

=

£

FERBER R T Z DD b,

1.6 DRE (DBIEE. BOE. EERESE) XIIEMED

HBEE

SERZ LI BENLEDH S,

A7 QTERXIIZDOBEERED & 5 BE. ZHLBRIRPES

Uy LMEELH 5 EBE

QT &£, =44 (torsades de pointes # &tr) %I

BENDH D, [10.2. 11.1.7 7]

1.8 BRREXIZIRRETTED H % BE

ER B SELBENDEH LS. KFNIE/ VT FLFY »

e 2 RS %

1.9 BEREH O H 5 BE

JEREFBALZE DL BENDEDH Lo AFNE/ VT FLFY ¥

Wb 2T %,

.2 BReEERE

KRNDZ )T T APMKT T WD H %, [16.6.1 £

H ]

.3 FFieeEERE

FtsREE E42 BAL S D BEND DL, T2 KKz )7

T Y AMPMET T AR D 5. [11.1.4, 16.6.2 ZIK]

.5 1%

10 LR L T W ARV ED & 5 2 1d. BB L O AR

WA e LD &R SN LRI ORBGTLHT L,

TR N 25U 0 5 v M2 100mg/kg/ H 2 #&1#% 5 (e k

2 4bmg &5 L7z & E e (AUC) of 2 /512

ML) §5 &, BRBEIRTRD LA, B4 B oK EHEnEmH

OB OBMATHE Sz,

.6 BILF

HIREOERE L ORI REOE %2 ZE L BILo ks

L EH IR EARF B G- ok L ZP ik 2 G35

Cki@%&UEFTﬂH$K%ﬁ¢élkﬁﬁ%§ﬂf

Wwal,

7 INRE

T NREER S L ENERR BRI L T v,

(5.2 =]

7.2 WAV CE S N T~17 oK) 2% (DSM-

IVEZ BT 2558 B e R e L7727 T 2 RO RS

BRICBWCTAHENMEDP WA CE Lol b OMEND 5,

(5.2 zK]

7E) DSM-IV : American Psychiatric Association (K [E[#54
F244%) @ Diagnostic and Statistical Manual of Mental
Disorders, 4th edition (DSM-IV A& B DZWr - Fat
<=a7))

.8 SEE

BEOREL TS L) s MEICRG T2 8, I

FEES EAT L B8EZN0H 5, [16.6.3 BHH]

10. #HE1EH

AKHNE T & LTI EEFE CYPLA2, CYP2D6 K OF
CYP3A4 12 L ) Rt sz, [16.4 ]

o ©

10.1 BtRAEE BALAVWCI L)

EAIL

AR - $5 187 8

i - fabaH T

MAO BHEH#]

L ¥ Rk
H (Z7¢—)
FHEFY) XY
VEEKE (TP L2
)
74 F 3 FR
VIVERIE (=27 7
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[2.2, 11.1.1
iy

%

o b= E R
NHhobihrsb Ik
Md 5. MAO FHE
Hl xS md b0
Gk 2 A
UL 0 B 12 %
SLhwZ &, *
e KFEG %
MAO FHEHZY)
B2 AYAE, 238
MU Loz
Fa k.

WA V7 FL o
Jyro,kab=ro
ML EI ST A

EEZLND,

10.2 REE BRAICEETS L)

$H) 45 FRRAEIR - 5@ A WE - BT

CYP3A4 FHEHR] | ARHF o /F H % 8 5&|CYP3A4 O FH &= 1F
HIV 7077 —|$5BFZN1H 5. HIZLY) ., KFlo
YA F/o. IS OSERBE PR KT
T =V RPLE | O RA| AR D S
WE (rF bar V| oEHREST 5
— V&) BENWDEDH 5,

IT)Au<vA
N

[16.7.1 %]

CYP3A4 FHEH| AFIOAEH A3 55| CYP3A4 O 7 8 {E
HNVNTEYE Y | TEBENDDL.|HIZED ., AF oI
AT N G F7o. INHIH O |5 E YR A T
V77 ¥y U E R IET L% 5 RN D L.
£2 & RFNOVEH A3

[16.7.2. 16.7.3
S ]

EZSINY

S B ] RE 1 A
%60

VAFT
[16.7.4 &)

AFN O VE T % 3 5
TEBLNDD B,

BH D CYP 411
(CYP1A2.CYP2D6
K U8 CYP3A4 %)
OMEMEHICLD
AR F o [ AE v
A HE K S B W] e
Db o

SHERH
Ny I TEY
M ¥ Sk

T EINL

[16.7.5 ZH&]

SEEE Y Y R
NEBETNDDH 5,
i, UTESRAL
DOPERIC X K
S B B e L Y
AR DY R ¥
5L DOIMEND S

FRINAY 7 S AE
ERT I ENE R
5Nb,.

Toa—) (fkiE)
[16.7.6 =K]

SEUAE ) 7S B i &
NLEBEND 5
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TR S DT L
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FRNEY - HHSER) 22 4
HIEHzRT 2L
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Juabhare s
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b ¥ rEEO
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AEZY—FT5HZ
EWEFE L,
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TJNT7 7)Y
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1. 8IEA

ROBWEHD H HbNDEZ ENHDLDT, BEL 51247
WV, BEDSELD SN AIC xRS A T A 7 S 2 A
BEATH) L,
1.1 EXLENMER
11.1.1 O P UERE GEHEARE)

Agp, e, BAE . $EEL. ST, MWL EEG EME. &
fi, BHAR, I A7 0—X A, HEMEALESESH SRS
2B D, L0 b= UMEHEEE OBFHRICEI T S T
DL b7z, FEETH L, [2.2, 10.1, 10.2,
16.7.7. 16.7.8 BRI EH H 300 5N E 12135 %
1B L, R&GEL, KOS EH e & & I@Y) 2 LE %
192 &,
11.1.2 EFPERNIREE. IPPERBAE (3N b HERE)
EGIE D IED B B N2 E 7 & EZIE U TR %
T2k,
11.1.3 8 (FERH)
11.1.4 FgeE=E. &E (W9 L HEARE)

AST. ALT @ LHSE %41 JFiERE, HEX D H b
ZENH D, [9.3 B]
11.1.5 FFIRFIVE O RESDTWBERERE (SIADH) (BHEEA
L))

K U 7 AMUE., B EIE. R YU w2 8EE
. ERRIR. A, Rk RS A1 PURR ARV E v AGE
EEERE (SIADH) 2% bbb Z b b DT,
HHFRO SN AIIE G & Ik L KB O ) PR &5
YIREEITH 2 &,
11.1.6 BEFLERERE (Stevens-Johnson fFEREE) . £
B (W3 BHEARH)
11.1.7 QT EZER. DEHERA (TN HEERH)

[9.1.7. 10.2 =]
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13. BERE
13.1 fER
FEfERkE U CHEIR, I AR % £ 9 7Y ik
OSBRSS O AR R O JIHI 28 HE ST b,
13.2 i
B RN 22 Ve DEEDIE U T, I R IR G5 oY)
BAILERFTH 2 &,
14. BAEDEE
14.1 EBFZMFEFEOZE
PTP @D #FNIT PTP > — b5 ML CIRAT 2 &
IIRET LI L, PTP v — hORRRIZE ) . FHOEMAEDS
FOEREAHA L, I3l E B 2 L Tt RS 0 mEE
LEPHEZ IR T A DD D,

15. ZODEE

15.1 BRERFERICE D 155

15.1.1 M7 CHEM S N2k ) Dt ESEofMRE 2 A §
LEEENGE L B2 GTHEEOI) 2H O8N 75
AR BIERRBOMREFRERICBWT, UBUTORET
L HBAESAREROFIRD Y 27 ) DHIFE 5T
TR RBEEE L TE»272. B, B LEoEEIC

B2 ARESERAREROFEHD) 27 O FRIZHED S
N, 65U EIZBWTIZZEDY A7 A L7z [5.1,
8.1-8.4. 9.1.1, 9.1.2 1]

15.1.2 12 50 Ll B % xf RIS ESE S N7z is O EFERAIC
BT, BT b= VY AAEH L O =BR00
OHIE &L OH E G SN BE T, B0 2795k
RLIE0HEDRH 5,

15.1.3 MR AICB VT, REERA ML, AR F TORRE
IR L 72 L OWEED D 52, [8.5 B

15.2 FEEREREAERICE D < 153k
T v NEHWZIER - EEEATEIERIC BV L RIEIR AT
L7z DHEDH 5, [8.5 ]

16. FEMEEE

16.1 MR

16.1.1 BEZS
HAR RSB IV & HE >~ 15 d 30mg % HillE
5 L7 & & e WA A S, iz h2h
31.7. 32.7 E#ﬁ?ﬁ‘f})of:‘”f))o

# 1 BRI BT 5 BEEEOHR GO IV 5 FE Y03y
ByREF /ST X — 5

(Tl i n | Tmax (hr) (anI;lr?l)i) Tz (hr) <ngA['JEZ:L)
15 1.1£0.3 38.1£5.8 | 31.7+8.2 | 477.2+115.5
30 1.4+£0.3 | 76.4%£17.0 | 32.7t4.4 | 1006.3+116.4

Mean=S.D.

16.1.2 RE#HE
HARNEER AR IV E S 15, 30 ik 45mg % 1
H 1|9 HERERRS Lz &, Kik580RE%ES-12
BT, F54% 1.5 KR (FPYufl) Cohg i MmAE g 12 #
L. AUCo-24 & OF Cmax 1% Z 15 @ Hl & O #ipH < F = AH B 1
%R L7270 45mg IR G- 0L 23 2 R TH - 72
BHRGRE I, T HUPNSERIREBISE L, $E5RMEE
RO LN o729,

72 BRI A BT A BRSO I )V &7 ¥ v 0 3RYE)TE
ST A — %

& 5 Tmax’ Cmax Tus (hr) AUCo-24
(mg/H) (hr) (ng/mL) e (ng - h/mL)
1.5
15 9 (0.75~3) 43.4+9.44 393+84.6
30 9 1.5 83.2+27.5 — 778178
(0.75~3) e B
1.5
45 9 (0.75~3) 146+49.8 | 23.2%+6.06 | 1147 =288
S (R Ml ~F i)
Mean*S.D.

16.1.3 EMZHRFMHHER

IV HFE UEE0me [T AN] &Y 7Ly 7 A% 30mg %
JOAF—N—FEIZE D EZNENLEE(INIHFE L ELT
30mg) fREHER A TS - LA A L AR I 5 L C I R 25 b
RgEELZMNZEL, oMY BHENNT 2 -5 (AUC,
Cmax) 22T 90% 5 HEX W12 CRERHRAT % 47 - 724
%, log (0.80) ~log (1.25) OFPHHNTH V. MHIOEY
AR S D,

F 3 EWBEEE ST A — 5 (R ESEE)

HEINT A =% BEINT A—F
AUC (-2 Cmax Tmax T2
(ng - hr/mL) | (ng/mL) (hr) (hr)
INVFHE R 644 .54+ 73.02+ 1.46+ 17.93+
30mg [ 7 AV 213.05 27.39 0.85 3.11
7Ly 7 AgE 652.12+ 67.34+ 1.88+ 17.76
30mg 224.05 18.37 1.25 2.68
(Mean*S.D., n = 30)
(ng/mL)
100 ¢ )
—eo— I LAY gE30mgl 7 AL
I ---0--- U 7 Loy 7 Z§E30mg
™ 80 | Mean=£S.D., n=30
th
F 60 [
it 40
1k
§ 20
0 d o

72 (R¢ )

G

X SRR (AW [ )

MAE PRI NI AUC, Cmax & 0/85 4 — %1%, Wlag
OEIR, AR OFREAI £ - BER S O BRSFIC X > TRL 5
RN D B o
16.2 URIR
16.2.1 BEDOHE

TR ALC I V¥ Y > 15mg % #E 2 K OVE BRI £ B I
BRI %G L7z & & MA 1 e R B IR | 2
13 Tmax 2D F2NRIE L7z (EAER 1.6 B, &SRE
B 2.4 BER) A%, Cmax. AUCoo K O I3 &g
DFBIRO SN o728 BHEAT— %),
16.3 9%
16.3.1 MFEEAKFES

IS HFEroOr MIEEANOFK AT, 0.01~
10 4 g/mL D EFEFRFH T34 85%CTdH - 729 (in vitro) o
16.4 X3

IV VIFRFICRE S, 0 REAHRRIE, 8
DIKERAL, N-2 (7D X F AL, N-2 fLOBRIL KR 07 v 27 1
VR A AMT I AL TH B EHEE SN, 81
IKERIEIZ1E CYP2D6 2 O CYPL1A2 23 FI2RAS- L. N-2 {7t
AF VALK O N-2 (7 ER{E 121 12 CYP3A4, 72 CYP1A2
LG LT EEZ N, [10. ZHIF/, I VY
FE 2D CYPIA2, CYP2D6 Jz U8 CYP3A4 (x4 5 BRE/:
HIZFEW L D & 2 5729 (i vitro, SVEINT—% ),
16.5 HEtt

TR S [UC] TR I VY Y Y 20me 25 L
7o & & 8505 168 B F T2k L 2 E D 80~94%H%
PR B OFE e S e JRAISHE 75%. FEAICH 15%) . #
DIFEAEBREYWTH o720 RPN REAAEDHEM: =
3G L 2R D 5% LT TH ) . Fh A RZE Lk DHE
MHHIEFIAETH - 72D FHEAT—5),
16.6 FENEH=EH T H8E
16.6.1 Bi#peEEROMTFFRE

INVYHE Y Ibmg & Bl G L7z e & WEEROCEED
BRI T ERE (2 L7 F =0 2 ) 79 ¥ AMliA 40mL/min
Fiii) 12815 AUCe-wld, BHEREIEH BRI NCTENE
NB5A% T N 116%E8IM L. 7V 7 F v AREZIZET Lz,
L2 L., B OB T EHCIE, BB EHIC R
TEZ L7212 HEAT—%), (9.2 Sii]



16.6.2 FFipeESEOMTFHIRE
IV WY Y 1bmg & HEFS L7z & & oS IF e
T S 2 TR SR I R 0% o 720 $ 720
AUCo-oo | ZEFE S G T L~ BRI T S B T C 57% %
L RETHIELZ22 Y T 9 v AT T sl
33%1% o 7213 JEEAT— % ). [9.3 2]
16.6.3 SEEOMIEHIEE
SINVEFHFEY 20mgx 1 H1RET7 HEHKS L2 EOEH
RREIZ BT 5 AUCo2 13, FEEHE IR ERE CHREILS
oz (B 1.8/, 1.1/ W WEAF—%),
[9.8 =]
16.6.4 B&ICH (T BMEFHRE
INVFFEY 20mgE 1 H 17 ARG L &0
REEIZBIF S AUCo24 1E B TE» - 72 GFE
W 2.0f%, EEE 126 /2. BB EIC R
TRUETHEREICE -7 GEEE - 1.6 1%, HiE 1.3
) W (HEAT— %),
16.7 EMHEE(EA
16.7.1 HharvJ—Jv
R AR 22 I VI FE Y 0mg 27 T+ —
JVED (CYP3A4 FHESE) 1 H 2 18] 200mg @ 7 H B SR
B5-oR5 3 0 BICHERIOHRS Lz e 25, Bl 582
WRI VI HE YD Cmax B AUCold ZIZE N 42% K%
O 52%3 I L7219 (WHEIAN 7 — %), [10.2 2]
W) REOHIEINAZETE
16.7.2 HILIN<TEE >
TR ARSI V<Y~ (CYP3A4 5538E3%) 1 H 2 [
400mg % 21 HMEEROHGHZ IV E Y 30mg % 7 H
M AERORG- T, 5 WIEI VY 30mg % 7 H
MR O3 S5 % VN~ ¥ 2 1 H 20 400mg % 21 H
BRI 5 CHEE L7 2A . WTFNOBES I VI
Yo ® AUCo2 3B VN B Y DL BEEEFER IR
B 60%TIKA L7 —H B NNT B L OFEYEEE ST X —
FEPEHIC XV EBEEZZ T h o720 MEATFT—5),
[10.2 ZHa]
16.7.3 7= h1 >
TR ABMEICI VY H¥FY Y 1 H 10 15mg % 2 HBKE
OG- L, H0 T H 1M 30mg % 5 H M RKER%S
B, INFYHFELY1IHIE3 Mg KT z= A~
(CYP3A4 25E#) 1 H 18 200mg % 10 H [ SAE#R 1% 5
THHLZZE A, BEHICE D IV FHE YD Cmax LY
AUCo-24 1ZZFNZFI 30% K O 46%i% P L7z —H. 7=
A v OIEWEEEITOEIIC L 2 BB D S N b o 7210
EANT—%), [10.2 BIE]
16.7.4 Y XFT >
fEEER N B 1260122 25~ (CYPLA2. CYP2D6,
CYP3A4 S5 HEZE) 1 H 2 [0 800mg % 5 H M KAERE %
H5#%INVFHFE L 1H 1 30mg % 7 HEREROHRS T
PR L72E A, INVFHFE LD Cmax KU AUCo | HLH
PR G-ER & IR TEILEIN 24% I U 64%38 0 L 7253, i
EHEBEREIHEDO SN otz —T ¥ AF T ¥ OEYH)
BEIIEPEHIC X 2B b N o 7219 (HHE T —
%) [10.2 ZHE]
16.7.5 7 EIN L
fE R N NI I V7 Y Y 15mg & V7 E 84
156mg = PFH CHERR%S L2 2 A, I VFHFE ol
SRR R G L B ERRICHER L — L YT
INADMABET IR I HIC L 2B RIEO LN o
721 (MEINT— %), [10.2 ]
16.7.6 T4/ —JU
TR AN BPE6 BIICI NV HF Y 1 H 1 IE 30meg 2 7 HE
FAGRIHE 5%, 8 HHIZ I VY~ 15mg B OHES
%3052y /=) 60g & ARG Lz & 2 A, i
VIV EERTY ) - VORI L) S HERT
DAEAIATEED S NTz0 — S TF J — VD IMEE LR L
Iy — VHE SR E R CH - 7205, AUCIET Y J —
U B G L I LKA o 7218 (ALEI AT — %), [10.2
Z ]
16.7.7 xO% & F>
TR N B R I I VY 2 1 H 1A 30mg & /%
0¥ tF > (CYP2D6 [HESE) 1 H 1 40mg % 9 H [ KIE

IS L2 2 A, I VF Y 2D AUC2 [ ZH A G-
EHR18%HINL 72 — . 2SEF T D Cmax K
AUCo-2 ZPFHIC L D B2 2t 2 hr o 7219 (FLEIA T —
%), [10.2, 11.1.1 =]

16.7.8 REEV F 7 L
TR AN PEC I V& ¥ 30mg O HL A I # 5- % B
XAF Y F v 41 H 1A 600me @ FAERE #5010 H
HICHREREIRG L2 A EHICE D I Vs E 03
WENRENDOHEIIZO SN D o720 (HEATF— %),
[10.2. 11.1.1 =]

16.7.9 777>
Taba U A 1.4~20INR B XDV T 7
)R RS LR A B 16 B vy FE S 1 H
118 30mg % 7 HH ARG CHH L2 A, 7o b
Oy eIV 7 ) Y EMRGEE LR DT T
WEHLIPEZICEE L (TN 7 7)) v ERES
1.6+0.1INR., I V& ¥ U/ PEHIEF : 1.8+0.3INR) ¥ (4}
EANT—%), [10.2 ZH]

16.7.10 7I hUTFU >
TR N B e OIS I VY 2 1T H 11l 30mg @ 9
HEEEROKES 73 Y 7F) > 1 H 10 75mg % 9
H R ARG 20 L2 A BRI X D BETIES
V&Y » D Cmax £ 36%IEM L 7255 LHETIEI VI HE
v OFEMFRE/ R T A — BT A SN D o7 — i BF
ALY TIE7 I MY 751 @ Cmax KU AUCo-2
EZENEN 23% K O 13% A L7228, BPETid Cmax 28
23%3EM L 721 SHEANTF— %),

16.7.11 UZNY K>
MAEFEREZEEDIZI VI HFEY L 1 H 1 30mg O NAERE
[I#%5-& 1) 2~ Ko 1 H 218 1~3mg O RAERIHS (»
T 1BERLLE) 200 L28R, R 5y AxY R
Y OFEYFRENDFEII IO SN o 7218 (SLEIANT —
5 )o
H2) IIVFHIE L ORENEEL [H 26K - ) DIREE] TH 5D,

16.8 Z D1t
INFHFY U5 15mg [T AN I2OWT, [EED 5L 28
CIRETE K] O W0 RS RBR T A KT 4 > (PR 24 4F
2H29H BEEFEEIE02295105)] 1ICEDSE, I VI
Y UgE30mg [7 ANV ] ZRERERKI L -8 &, BB
% & HWr S, AEWERICRSE E A Sz,

17. BRERRIR
17.1 BshERURLHEICEAY 258k
17.1.1 ERE I HT 7 R EBHEE R
) OIRBRE E G L L7 6 M oA AL T EERILEGEE
BRAFER L7, TRTOINY Y VG EETHNHE X
15mg/H & L. 30mg/H#: K O 45mg/ H#:1Z 2 H H 12 30mg
~ERHIE R, 45mg/ H L 3 B H 12 45mg ~ERFIHE L. %
Bt IcHERIIHE RN L2, IV Y Y 15meg/HEE
O 30mg/ H#ED ., 3547 (k) Koo HAM-D &5 A
a7 (17 3EH) ofbiEa» o 0% i (LOCF) 177
LREICHEB L THEICRED» 272, BB, IVFHFLEY
45mg/ HEETORFIE, 30mg/ H#E% LA D D TlE%n

> f:ZO),Zl) o

#F1HAM-D A5tAa7 (17HH) ofF5#7 (hik) Eo
Zitw (LOCF)

P54 n HAM-D Z{L&D #2)
PR 4 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 69 -11.9 (7.6) -1.6 (-4.2~0.9)

1) Mean (S.D.). *:p<0.05 7 ItAREIIXLTHEED
(ANCOVA)

2) 77 RREIK T B i/ 2 TP O 2 OHEEAR L U E D 95%1E51H
[X 4]

BIVE S BIEEE X, IV FE >~ 15me/ HEET 85.5%
(59/69 #1) . 30mg/HET 80.0% (56/70 #51). 45mg/H#ET
80.3% (57/7T1 ) e ONT T K#ET67.1% (47/70 ff)) T
Holze Wb Eh o ZENEIZMERT, I V7 F ¥ 15mg/
H#:T 44.9% (31/69 #1). 30mg/H #:T 54.3% (38/70 1) .



45mg/ H T 42.3% (30/71 1) M OY7 5 1 KT 30.0%
(21770 1) TH o7z
17.1.2 ERETHE7IVAXH I OB HER
I)OIRBHEENGE L7 6 BB OEEAL _EERILEE
BRIZBWT, IWFHE U FEH#E (156~45mg/H) O 5#%
T (k) ER2BITS HAM-D &5F2a7 (171HH) o
SBEHT A & 02 bE13-13.8+7.3 (1=95) THolzo —
FHe TUEFHI v~ LA vEER (50~150mg/H) T
13-11.7+8.1 (n=98) TH . ZALE DL Z D IBUIEIA
XM1E-2.20 (-4.35~-0.04) TH -7 (p=0.0462) 22,
BIVERZSBUEE X, IV Y U HKGET78.1% (75/96
B BT VERFHI v~ LA U BIERET68.4% (67/98
Bl) ThHotzo b Do 2EWEHIZMERT, I VFHFLE Y
B GHET43.8% (42/96 Bl) RO 7 VKRFH I v~ L A VEE
YRHET 21.4% (21/98 ) TH o720
17.1.3 ERE [ HREAHR S =5
I OIEE E ARG L L7z 52 kS (156~45mg/H) 12 &
V. HAM-D &5t2 a7 (173HHB) &, %5 HBETHO
10.2%6.5 (n=107) 2> 5F%5FE 6 TIX, 6.9=5.1 &%
=72 (0C)o #5 6 ML, #5528tk (4.0+£5.2) *
TTRMTERELTHER L, INIFE L OEMES TOR)
BARE S NT=o F72. VY HFE Y 30meg/HA 5 45mg/
HAOHEEIZ &0 ersh L7 b 280 b /2272,

F2HAM-D &itxza7 (173H) (0C)

B %5 %5 %5 %5 %45
PR BERT | 612 | 129Ep | 24 Ep | 52 B
n 107 100 97 83 71
HAM-D 10.2 6.9 5.7 4.1 4.0
EEtAa 7D (6.5) (5.1) (4.9 (4.1) (5.2)
1) Mean (S.D.)

RIVEF S BUE 1, 79.8% (87/109 Bl) TH o7z Wb L
- 72 RVERNAEIR 42.2% (46/109 f5l) Td - 726

18. ZERpEIP

18.1 fEARF

IV HFEL RO YF T A ay 7T FLF) CHOE
BAK T AT O ZERIR L TR 2R/ L, o o
M=V RO VT RLFY ¥ Ol OMFEEZ HEHRT 5,
INVEHFE L 5-HT, RO 5-HTy S/ & HEST 5720,
LU = O EER A LD EI 5-HT SRS E
ftahsd, INVFFELDS (+) FEEEKIT a, 2HHR
& 5-HT, 8B 6 % FICHEL, R (—) SHEEMARIT 5-HT,
ZEEEFICHET Do N-FiA FVAHWIET v N KT
— M ENAH T ay ZEMERTLO 5-HT, ZHAE~D
BUIEIX I VI HF Y EFRBRETH o 7232020

18.2 15 >1EH

18.2.1 [REEEIE S N7-~ 7 A QBCEITE) & HIH L 729,

18.2.2 9 v N &M\ /2 DRL72 5 » MTE)3EMARERIC B
ORISR % PR S92

wz?ﬁ@&%f&ﬁ%mavbwéﬁiﬁﬁ%ﬂﬂt
7:29 o

18.2.4 SUEHS-CTT v N & W ElilkikitER 2 BT 5 AE)
I P 2 S & 72300

19. B ICREY 2E{LEMAR

—fig &
IV HFE Y (Mirtazapine)

|d=ak
(14bRS-1,2,34,10,14b-Hexahydro-2-methylpyrazino[2, 1-
alpyrido[2, 3-c|[2]benzazepine

aFR
Ci7H19N3

SFE
265.35

MK
HE~FLHE ORI RO M K TH 5,
A% =)VIFTF =)V (99.5) IZETFRT L Kz e
A EEIT R\,

T O R PR

22. A%
(RIVEHEE 15mg [7 XA IL])

100 #2 [10 %8 (PTP) %10
500 8 [10 88 (PTP) x50]
500 $2 UK. /YT ]
(RIEHFEE30mg [74IL])
100 $2 [10 % (PTP) %10
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