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Mirtazapine Tablets 15mg-30mg “Chemiphar”

E)EE-EAEONSZICIVERTS L

15mg
23000AMX00669000
2018%F12H

30mg
23000AMX00670000
2018%12H

ERES
ARoCRAIE

2. 22 (ROBEICIFIZRS LBV E)

2.1 AAIORES IR U CORBREDBHFRED H 5 BE

2.2 MAOMHER] (L FV VIERIE. SYFY U ATILE
W, 74 F I RAVIVERE) 2H5%H50IEHE
B 2LERMNOBRE [10.1. 11.1.1201]

3. #ERK - MK
3.1 #R%
B4 VY Y U$EISmg LY HE U HE30mg
i [ri77] [r3i77]
BB N Lon R Lon
(152 ILFZHFE15.0mg ILFZHE30.0mg
rYEOIaYFr Sy, kb EROYTFOS U, b
FeFyFoviltio—|FaFy7aitio—
AL ATFTY VB TRV A, AT T VBT TR
] L, BEEKS AR |V A BEEKS AR AL
RIHAL Dok, e 7o 2o — 2, Sk, e 7oxo—2,
<7 aI—)L6e000. it |~ T —)Le000. EE1kF
v, EEZ TR vy, EmEES TR =
i3S
3.2 REIDOMIR
= LY FE U EELISmg ILFHE U EE30mg
s (7377 (7377
o HEDT 1)L L BEREDT 1 VL
d—7 1 V7% d—5 4 2%k
E
44
E| =
e
RBiE 10.1mm 13.1mm
FEE 6.1lmm 7.1lmm
Es 3.2mm 4.2mm
HE 154.0mg 306.0mg
N IS IVYHFE Y
Ao - ¥ 157377 0 5377

4. FhaEE - BHER
5D4F « S DIRRE

5. %8k - HRICEHET B3R

5.1 i 2FIOHEICE D, 4R TORET, BRZE. B
REMOY 27 PEINT 2 EDMENDH D720, KEIOH
BilhicoTlR VAV ERRT 4 v b EEBRT S &,
[8.1-8.4. 9.1.1, 9.1.2, 15.1.1=%H]

5.2 KAz 18 AR DK > DIt EERE ICRE T HBICITE
b EEICHET S5 &, [9.7.1. 9.7.221]

6. Bk - AE
EE. A ILY P & UCIH 5mga MR &
L. 15~30mg# | B LERERIIC R 5T 2, %5, (Fi.
FEARICIS U1 B45mg % # % 72\ F C M eI T 2 75, 1
XA FORFE 2 5\ CLHARE LT15mgd > >
cE.

7. Bk - BERCAET 3R
FAORSREDERMRE 55 LS, BES o ICHEEI
BELAEAORETHIL,

8. EEREANIER
8.1 > DIERZETAHREIFRLIEFHD . HRERDOBZ
NBEHBHDOT. D& HBHEIRSFBERLE RS
BEA2EETHRICIIBEORERREOE(L 2 EEEL
#Egd s &, [5.1.8.2-8.4.9.1.1. 9.1.2, 15.1.12/]
8.2 g, fEMR, BE, N=v 7 FME. RER. SRS, .
WM, EHE. 7H Y YT BRI, B, R
ERHODONAIENMESNT VD, T7-. FERBRKIZ
o TRZVA, NS DR - T8I 2K L7-RERICE
WT, EREEROBLIIEZRSE. BRER. thETS
PMESN TS, BEOREBRUREOZ(L2ERIEL
BRI HEEBIC, NS DEROEEIBEINIIES
121X, IRFEEZHEELET., BRAICEEBL, hibT 54
YnmEET> 2 &, [5.1. 8.1, 8.3, 8.4, 9.1.1-9.1.4,
15.1.1%08]
ERENTOBREBRAZI< /0. BRERMI RO SN
BEEICNGTAEAICE. IHSOME BE%E R/
icEED B &, [5.1. 8.1, 8.2, 8.4, 9.1.1. 9.1.2,
15.1.1%H8]
FIREICHR RSP BRER., BB, doet, SilEks
DIFEFOEAL R OEREEIELAH 5bh Y XA 75D
WTHOHBAZTV, B & BREIGERZID &S L5
By 52 &, [5.1. 8.1-8.3. 9.1.1-9.1.4, 15.1.12]
RE. DEVEDNHEDNEIEDHHDT, KEFRGH
DOBEFEICIE. HEEOERSERZ 4D BRORIEICES
SEBVEIEET BT &, [15.1.3. 15.28H]
ik (22Romib) 1Tk, AL, EIR, BE, 28
HHF N, EER, HREEVCELNMESD HDNS I ENH
HBENTWVD, BE5E2HIETHEAICIE. BROFIEZE
. BEOREZBE LS SBLICHET S &,

9. FEDERZEIBEREICHTBIR
9.1 GHHE - BHEIEEZEDH B EE
9.1.1 Egg%iliﬁﬁﬁ?@ﬂ%ﬁ@ﬁ%%ﬁ\ BHR2IEDSH
&
HERCE. BRENPHEDNZ2ZENH B, [5.1.
8.1-8.4, 9.1.2, 15.1.1=H]
9.1.2 BSDfREE
B BRENPH5DNLENH S, [5.1.8.1-8.4,
9.1.1, 15.1.12H]
9.1.3 RNBBENEEXR SHERBEDTADS 2 EE
FEREZEESE D 0D 5, [8.2,8.4.9.1.43 1]
FRENBVHERESZEI 2EE
HMERZIEESE LD H 5. [8.2.8.4.9.1.35M]

8.3

8.4

8.5

8.6

9.1.4

9.1.5 TANAEDEEEREN T INSDEIEEDNS 2 EE
BEREEZRITIEDT DD,

9.1.6 RE (DEHER. IRDE. TERESE) XSEMED
H2EE
TEREBNLSE DB ENNDH S,

9.1.7 QTERN [ Z DEIEED S 5 FE. SHFRIRPESD
UD LMESEHN &2 EE

QTER. DEHIA (torsades de pointesz &) %
EZITBENNH 5. [10.2, 11.1.7%&]
RABRXIZIRAETTEDS D EE
FEREE(LSE2BENSH S, AANL /LT FLFY
Y EBET %o
BERAEDH 2 EE
EREZELESE2BENDPH S, AANT /LT FLFY)
VIR R IEET B
9.2 BifpEREEERE
BEIDZ VT T ABBERT A RENFH 5. [16.6.1F5
]

9.1.8

9.1.9



9.3 FFikaElE=E2E

AR EL Bt eS8 TNl H D, £/ REIOZ Y
7T Y APMER T BEREEN D S [11.1.4, 16.6.25 ]

9.5 ¥R

IR SASIER L T W AR REME O & A ik, BB L0F
A fEREZ L SHE SN A EARICOATET ST
EERR UMD S v MZ100mg/kg/ H Z2F OS5 (e
MZ4SmgZ G L E D25 IRER (AUC) OXIS
ICHHY) 928, BRHBIECERD LA, HEROKEEM
WHI R OFECROBEIMASBE S N,

9.6 7L

BE EOAREROCRAREORREZEB L. FZAOM
i U < 3HESUIAFI S ORERiE U < 13 k2 5T s
BT L, YRV FTHITFIIRITT S I EnkRESN

Tnal
9.7 INR

9.7.1 /MNREZNR E L EWERRFEBRIZERL TV an,

[5.220]

9.7.2 WA TEMES NI2T~ 17RO K S DFtEREE (DSM-TVH®
ICBT 2598 BEEWNRE LTI ARARBOEKRR
BRICBWTHEMENHER T AP o1 EDMED D S,

[5.25H]

1) DSM-IV : American Psychiatric Association (K [E ¥
BE%4x) dDiagnostic and Statistical Manual of Mental
Disorders, 4th edition (DSM-IVI&#EBOZMT - izt~

—a7))
9.8 S&E

BEOREEZFFICBRE LS, HHRIIREGT2Z &,
MHREN ERT 282NN H 5. [16.6.35]

10. ¥BE{EA

KA EE UTHAH#BERCYPIA2, CYP2D6 KT
CYP3AAIC X D R# &2, [16.420]
10.1 HARE HRLBWVIL)

B il

FRARAEIR - BT %

WP - fEbEE T

MAOEZEH]
T UF) VGRS
(z7¢—-)
SH XY R VILVEE
b=
(7YLo 1)
VT4 FIRRATI
[idE
(7 74F)

[2.2, 11.1.1=H8]

t o b= VEEREEEN H
SbhbZENdH b,
MAOP & &l % & 5.
H DV E P R
SERDIN O BEICRS
LiznwZ &, £z K
A% 5 % MAOFH % #|
YD 55813,
2B DL Lo g% &
FAHZ &,

B LT FLFY
DZNIE = B N ¥ i
EENEEHEEZD
ns,

10.2 HEER (HACERTSZI L)

(INR) 2€=%—7
HIENEE LW,

HHBE HEARREIR - FEESE WP - falRR+

to b= e tu b= VERBSEN | O b= AR R

BIRNLa b=V HIEL2BZNWDH50(T5BZNDH 5,

B D 5A A BREFH] T, FELTHET S

L-N) P77 rE 2 e,

H |

ERZ S 5]

b5~ R—)UiERE

UESVRIRN

AFNFFZZT L

AR (X F

LY 7IL—)

REE) F L%
A IATANFY VY
(St. John’s Wort,
trheYa—-rx-
J—1) EERR
[11.1.1. 16.7.7.
16.7.83 1]
TLT 7 rAYTL | T A say D | HEE AR
[16.7.9%18] WiNd 282NN dH5

HT. Futuorye
> IR T O ] AR HE L

QTERZHE I Z &
AHIS TV % HEHA
[9.1.7. 11.1.72]

QTEE. DEHM
(torsades de pointes
Eal) 2EITBE
nNhH5,

PEAIC K DVQTERE
A HEMENIC MY %
BITNDDH %,

1. 8ER

WROBWERAH 5bNB I EDHBHD T, BIELE+DI2IT
VW, BESTD SN-EEICERES2HIET B0 O %

WEZITS Z &

1.1 EXBEIER
1"

A0 0 M VEREE (BB

Az, (IR, BB, $EEL. BT, R, R BIE.
ElfE. IR, IF70—X A, BEMBRERALEENH
EbNBTENDH 5. ta b= UEHAFEE OHHRKIC
HIRTHAREMDIEL 2520, BICEBRT S &,
[2.2. 10.1. 10.2, 16.7.7. 16.7.8%3 8] BN RD
SN EICEHREEPIE L, KEHL, KOWHBEED

EHEME G IEY) 2B L
EFARERE, FPEREIAME (W3 b SHEARI)

1.2

4= -

{TOK—C‘:O

BIYEDIRME N A S NG E R & IS U T
BMEZITO I L,

1
"

.3 =8 (SRR
.4 BFEEERRE. BB (W Ih L HEARR)

HHIZE FERAER - BB E WP - falgERr . = o e 5= s
CYPIAdPREA] KA & MET 5| CYPIAADIE R < ﬁg}?g&%&iﬁ;ﬁ%mﬁ%dﬁm‘ﬁﬁﬁ%%*’
T B e e e I bt 11.1.5 FRIRRILVE Y TES S BEIREE (SIADH) (B RH)
P L | 1. AHIOE A5 3 B = & bV YA, EREEIE. R ~Y o Ak
Ur haF T L5 (B9 55 2B 5. ’ WEOBA, EER. B, EREES S LS HAR
TYAOTA YU FIVE UAREETUERERE (SIADH) #bobhsd
[16.7.12H] EDHBOT. BEDIRD SNIGEICZEEZHE
CYP3A43%38H KAIDVERHIRES T 5 | CYP3A4D FHEAEF IC L. KO EROHIREE) 2 WEB 21T 2 &o
HUNTEY Y BENDDH D, E.|& D KA MAEHE 11.1.6 HSHIRIREIREE (Stevens-JohnsonfE(RE). S
= N - igziﬂo)ig%{t %g‘%ﬁwiéﬁlﬁmﬁ B (LN SEEEREH)
U & ) . e VN
67,2, 16.7.3581 | =h s it 1.1.7 [QJ?EM’;‘?;E? (TN RBRT)
N éo . . \E . EZD)
TAFUY FADER % %S 5| B DOCYP 5 7 & 11.2 ZOHBOBIER i i
[16.7.45H] BENSH 5. mYmALéang @@\ﬁ§{$£éﬁi1§£~zﬁj;%;%zﬁmbﬁfﬁﬁﬁ
K O'CYP3A4%E) o M. 18| BER. 5| B 1380 |9 5
EERIC KV AF oM S ERER B (15.2%) |MhizpE . FHE, R
HRRE AT S0 IR, (K&
BN D B0 A
SHERA SEEER AR S N2 (M 72 SERREH 2 7R m7us s ¥
RUVOTFEEVRIBENDED B, T/ [T ENEZONS, . v IE, FLit
HEHIE TTERAEDHAIC HRE. 2t
Dl JAVN KO AE wE BB RE & O 1LFLE
[16.7.5208] FEEBRESI DR T AR (50.0%) 1K A7 1 & F[FERJTEE B 85 El.
SEDHENDH B, FEHED O OVEEMRK, | T N Y T SRS, 3
7 a—)u SEHEREF AR S L5 N - AHFRA 74 SEHE eV TREE RERSE., B, BE |4 70—X A,
(BRiE) BENDDH D, KERIERAZRT ZENEZ FEpEE SEER R, (R ML L H.
[16.7.62H8] ﬁ%¢f§k§§%”éﬁ 5N %, e ;E}{iéiigﬁﬁ fg %%J(g
BT EN WV, - iE EE AR GEEhE
B AL\ RE). BR,
BIR, BR O | Oo#ERE
HAE, HE
{E8B (12.7%) | BREESE. NI, OWEZ| OFRFE,
Wifl 5= 078 (20.6%) [Fl. D, B B < O\ |BOWITE
AR NEM: | 0O R SR
AT




WEBE| S%UL | I<5%kdE | 1%Ed | BELH
J— BIE. ML E| DR & v [ i
7 IE. EME
R Too<D
~NEFOCY RARBEE
Wb, EIMAR| . BRI
Wb, EMR| D, MR
e %, WTER| i
W%, AR
i BN VA
D
$THE. BT, G
He 255, %
%
AR
R IREEME.
Bhas
AST bR, ALT|Al-PER LDH LR, ¥
FEE | R (12.4%). JLEY LR
v-GTPLERH
- B TRRIBTE. . PR
iR EEBE |8
R RIE 7B T [P e
" WEE R 571|CK R
G 1 5.
o N
. REO RACRE
ZDAfth B, JL AT
o—)L kR

13. BEKRS
13.1 fEIR
FEafERE UCTHIR, S EIMRMEZ (5 7R3
ERCHEEERSF O FHRAREROMHARE SN TV,
13.2 &
BENZEBBEAILZ V. BEIZSUT, BEEREREED
WY R LEZ1TD T &

14. BRALDEER

14.1 FERIZMHMIFOER
PTPEZEDOFEAIPTPY — bSO L TIRAYT % &
HI§EFT B &, PTPY— FOBEKICE D BWLHAER
PEERBEARA L, BICIZERL2 B 2 U THEFRIR A%
DEELREGMEZMHT S EPDH 5,

15. ZDMDEE
15.1 BRERERICE D < 15ER
15.1.1 WA TEBES NI KD ORtEEESEOEMEREET
HEEZEEWNRE L. KFZ2EGEROHS DHOME
W75 & R IR R R OB RICB W T, 24580
TORETIE. BESESCLEHREROFEHEOY A7 H
HHOOFRER TSI ERBERBLTEDL 2. &
B, 5L EOBFICB T 5ARSELHARERDZE
ROV 27D EFIERDHLNT, 65U EICBLTIX
ZOY AT A Uz, [5.1. 8.1-8.4, 9.1.1. 9.1.2
ZHE]
FI50R Ll E 2 W RICE S N2 BN OBEEFEICE
W, BIRNtO N =V ERDAAEER RO Z8RR
o2 F=2E&H > OFEZKRESNLBET. BIFD
VAP ERLIZEOBMEDNH S,
BERAICB LT, EERESHEML. ARE TORM
WHERE L7z L OMENH B . [8.58H]
15.2 FERRIREER ICE D < B

Z v MERWEE - RETEHREICB VLT, EERA

Bz DWMENH 5P . [8.58H]

16. EWENE

16.1 MEE

16.1.1 BEIES
HARNEERABMHIC I LY 52 151330mg % Bh
BOBG L&, EPDPLBMNAA SN, FREEIE
Fh2h3l.7, R.7EETH 72" .

F1l BEBRACBI2HAEROREGRO I LI TE Y OREY)
BIREEINS XA — %

15.1.2

15.1.3

H& Tmax Cmax T2 AUCo-e
(mg) n (hr) (ng/mL) (hr) (ng - hr/mL)
15 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 RiEHRS

HARMNMERBEABMEIZ I LY F 15, 301345mg %
ZEREREICIHIROHMREROKR G L L &, £&58
DEMBEEGICBVT, BE5%].58HE (FR{E) T
MmAEFEEIGEL, AUCku U CmaxidIn s ORE
OHEFTHEMBALEZR Uz, 45mgii&it 5% 0
X232 T o 7z,

R8BI, THUWNICERREICEL, $/-8E
HIZED SN o729

K2 ERERAICBT S RERGRO ILVY T OEYH R
FHINT A —%

HE n Tmax* Cmax Ta AUCo-2
(mg/H) (hr) (ng/mL) (hr) (ng - hr/mL)
15| 9| grig B4 — 393+84.6
30 9 m%%)&zﬂm — 778+178

1.5
45 9 (0.75~3) 146+49.8 |23.2+6.06 1147 £288
* FROE (BR/IMiE ~ R fE) Mean=+S.D.

16.1.3 £MFHIEZFEHER

IVYHFEUEE0mg [ 7 7] &) 7Ly 7 A$E30mg
B, JORAF—=N—EIc LD ZENETNIEE (ST
&L C30mg) BERABFICREREREOKRS LTl
RIS FERELZREL., Foni-EYEe S
A—% (AUC. Cmax) 122\ T0%EHEXEEICTH
EHRNT 21T > 7o /E R, log (0.80) ~log (1.25) i
WTHY. WRIOEMZNRSEE RSN .

HEINT A =% BEINT A —H

AUCo7 Cmax Tmax Tz

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

IVEZHFEUEE | 711.0425 85.1488 1.56 18.6
30mg [ 37 7 ]| £160.5995 | +30.6981 +1.30 +3.22
U7 Ly REE | 734.0934 89.1147 1.27 18.9
30mg +153.7158 | +27.8741 +0.446 +3.30

(Mean=£S.D., n=39)
(ng/mL)

120

100 -

(Mean+S.D., n=39)
—e— SLIYEVER30ME TS TP
-0 UZJLwI2§E30mg

80 r

1B

<

960
A
e
é 40 ||
|
20 i
0 . . . gf\?\ii\?\)m
‘ 4 8 12 24 48 72 (hr)
S
MAEFEEL NMICAUC, CmaxZFn/$5 X —# 13, #
BB ORI, (RKOLRINEIEL - BREEE OB IC L -
TELRLAREETPH 5.
16.2 ORUN

16.2.1 BEDORE
BEERIAIC I VY TV 15mg % MRk Rk ORI BE
B IC B S Lo & &, ERICHNEERE
BEEICIZTmax b T HIBE L (KR . omgR.
=5 5 R IBELE2 4RERE) A%, Cmax. AUCo- & UM
BHICIZARORE IR SN -8 JEAT—
%)
16.3 9
16.3.1 MIRZEBRES
AElOE HMFEEANOESHIE, 0.01~10ug/mLD
WEEHE TPE85% TH - 727 (in vitro).
16.4 {3
AFNGEEICRE SN, TOFENRBRBBIL. SLDOKEE
{t. N-2MZDf X F b, N-2LOBAL RO 7 V7 a > E
HEICEBEMNT I b TH B LB S NIz, SMIKEE
{EIZIZCYP2D6 K ' CYPIA2AS EICBEE L. N-247 i X
F AL ON-20 BEL 1213 EI1CCYP3A4. £ 72CYP1A2
LEELTVWSbDEEZ SN, [10.31] £/, 3
LY B DCYPIA2, CYP2D6% O'CYP3A4IZ x5
FHEERIEFFVWL D EZZ 6NN (o vitro. SHEAN
F—%),



16.5 HEtt
fERERAIC [MC] TR L 72 AFI20mg % 5 L7z & &,
B 54 1685/ F TIZES U7 iETRE D80 ~94% AR K O
#wRCHRt s RAITHI75%. #EHITHI15%) . 201
EAERRETH > 720 REANOREMEDOFRME I
BE LUIBSEEDS% LT TH Y . EHADRELIADHE
WLIEFICDETH -2 WEAT—%),
16.6 $FEDNDEREZF I DEE
16.6.1 BiEEEESROMBGEE
INIFEVISmgEBEEG Lz L &, EERVE
BEOBKERTER (FLT7F=2I2I 7T AEN
40mL/minAii) 1281 BAUCH-IE, BHEEIERE &8
ICHRTENZNSA% K TTI6%EML, 7V T TV A
WBERIE TN LZ. LA L EBEOBERER NERHTIE.
BEHEERERICLNTEI R >12Y HEAT—
%) [9.2%08]
FrigEEE ST O MmRRE
INFHE U 15mge BAlES Uiz & & O LT H
AT EEEH CERSRERFICHANAOBEDY > 72,
F72. AUCo-» 3RS E B I AR R N S i
BTS5T%m < RETHIELZ 7 ) 7T > AILHFFRE
BERERERTBBE,L -2 HEATFT—%). [9.3
]
SinE O MiEdEE
IVFHE20mgx 1 HIO7HERS L & EDEFER
RBICBIFHAUCHaI. FEEREFICHNERE TERIC
Biroiz (B 1.8, & 1165 Y BEAT—
%), [9.8%1H8]
BLICBIF B MBETEE
INVFHE L 20mgxEIHIE7THE KRS Lz & 0B R
FRICB U AAUCHulE. BEEICHALETE» -7 (GE
Bl 2.0M5. SR 1.21%). /o0 PEEHEEMEIC
HARTLETERICEY > 72 GEEipE .05, Eipg:
1.36%) ¥ (SEAT—%),
16.7 Z¥EEER
16.7.1 & kaFV—=IL
fBERRRR A B 220010 I L ¥ > 30mgk sy b aF Y —
JUED (CYP3A4PHESR) 1H2[E0200mg D7 H i AEAE D
BEOHRGIHEICHEZEO®REG L&A, BlE
BCHARI VT E Y OCmax K FAUCH-IZZNZF N
2% FKOS2%EMLES (HEAT—%). [10.2508]
1) ROFIE PR
16.7.2 HILNYEEY
BEBRABEICHLNNTEY Y (CYP3A4HER) 1H
2[61400mg % 21 H i R E#RE 1% 54 I )L ¥ 3 2 30mg
ZTHRREZO®RE THA. d50VIEINFHFE Y
30mgz7HMREROHEH A VN LY 1H2E
400mgZ2DIHEIMEROKRESTHALLZEZ A, 0T
NOBEL INYTFELDAUCHulI hNUNTEE I
X ABERFERICHAKN0% D Lz —FH AN
TEXE L DOEYEIST A —F IIHHICE D HEL T
Firo72® SMEAT—%). [10.2518]
s il N
R ABEICI LYY VIHIEISmg%2H M X
BROKSE L. fi CIHIEB0mgZ5H MR E & O
‘5%, ILYFEUIAIEBIMER 7 2= k1 >~
(CYP3A4#53E3E) 1H1E200mg# 10H M KERO#R S
THALEEZS, HAICED I LY HFE Y DCmax
K OAUCeulEZ N ZN30% KR U46% WD Lize —A.
T M OEYHEBIIIHAICES2HEIRD S
Niah-7219 BHEAT—%). [10.280]
IRXAFIY
BERABEHIC A F Y (CYPIA2. CYP2D6.
CYP3A4EDHER) 1H2IE800mg % 5 H A 18 7% 1 #
E#% I Ny UIHIERBmMg27HEREZO®RE T
FHLEZEZA,. INTFEYDCmaxk FAUCH-IE
BUME R & AR TENZFN24% K T63% AN L 7225,
PEBICIIERGEZRRD N BT —FH ¥
AF T OEYERICIIHHICEZHZEBEIRO SN
o7 (HEATFT—%). [10.22H]
IT7EINL
BREBRABERCLHICI LY T 15mge D7 E8
L15mgE A THREREOHRE L&A, INFTE
YOI PR E S B G & IS EBRICHER L,
—F VT ENRNLOMBERREICIEHRAICK2EEIR
Rooniah-o79 GHEAT—%). [10.250]

16.6.2

16.6.3

16.6.4

16.7.3

16.7.4

16.7.5

16.7.6 T9./—)L

TR A BE6HIC 2L & 1 H1E30mg % 7H X

ERO#KS%. SHEIC I LY F ¥ 15mg [ERE O#%

5#%30531cy J —)Le0gx BERIO% S L & 25,

MFFINYFEVBERZIY ) —LOHHICEDE

ST AN ED SNz —FH, T ) — Lo

MOEEHERIITY ) — VB SREFEKETH - -

2. AUCIE T ) — )V BURE 515 & Holg UK 2 - 7219

FHEAT—%). [10.22H]

nNaxteF v

BRRABME RO I LYYV 1IHEZ0mgE /¢

u¥tFr (CYP2DORHER) 1HI1E40mg % 9H &

BOBELEZEZA, INYFEYDAUCHuIS B

SREEHARI8WBIEM Lz — . 2SaFtF > DCmax

K OAUCH#HRIC KD EERZZ T ko725 (SLE

AF—%), [10.2, 11.1.128]

REEVU F 9 L

R A BT I LT 2 30mgd BaRE O#% 5 % B

M RERY F 7 A1H1E600mg D RERE 5 D10H

HICHERERELE-ECA, RICES IV T Y

DOEMHEANOEEIZO NP -7 FEAT—

%)e [10.2, 11.1.1208]

o7V

JubarrERAL.4~2.0INREZ S EHITT L

77 ) EEORE U R A BRI I LYY

YIHIERBOMgZ7HEREFRORS THA L& A,

JuburyEUERIETILT 7 ) B SR &

L. DI TROAIPERICEE L (JLT7 7Y B

ISR 0 1.620.1INR. ILFFEHEAK 1.8+

0.3INR) ¥ (HEATF—%). [10.25H]

16.7.10 7= MUTFUY
BRERABEROZMEICI LY Y U 1HLE30mMmgN9
HEREZOKRES ST I MY 7F Y Y1IHLET75mg%9
HRERERO®RS2HALZECA, HRAICKDBHE
TR INVYHFE L DOCmaxid36% ML 7-45, T T
IV OENFHENT XA -5 ITELEHON
mhrolze —H BHHICKDZETIEITI N TFY
> DOCmax Kk PAUCHuld FNZFN23% K TO13% 54 L
7275, B TIZCmaxA23% L= (MEATF —
9)0

16.7.11 UARU R
A RIDERETIC I LY FEVIHIEZ0mMgD KK
FOBE L) 2] R 1H2ME] ~3mgd R EREO# 5
(WFhHLEML L) 20HH LR HICES Y
AR Ry OEYBEANDOEBIIRD SNE o1
HEANT—%),

2) ARHIOEZEEE S5O - 5 O] TH 5.

16.8 ZDfth
IVIHFEVEEISME [FI7 7] & [GEVELEE
OBESA O LY ENREERBE A R4 > ] 1cHED
. INIYFEUE0mME [7I7 7] ZEEREIE L
t%\%ﬁéﬁﬁﬁ%t%%én\imiwtﬁﬁtﬁ
maINnE”

17. BRERRERAE

17.1 BMERUREEICET S8R

17.1.1 BRSE D185 R EREEEER
DORBE R E Li-oEE O BIERL_EEMIL
BHBAEEBLL. TXRTORAZSHCHHAR
1X15mg/H & U, 30mg/H & % 045mg/H £ 13238 H
1230mg~\ BRI #E 8. 45mg/H B 13338 B 1245mg N\ 5
RIEEL, SHLICHEEBRIAEZ MR L. KA
15mg/HE KR UB0mg/HBE D, #5447 (k) B0
HAM-D&Et 227 (173HH) o#RSHAH D S5 D%
{t& (LOCF) &7 AR B L THRRICKRE 2>
Too 2B AHMSMg/HEETORRIE. 30mg/HEE%
LR DTGP 072190

16.7.7

16.7.8

16.7.9

%1 HAM-D&Etxa7 (17HE) o#%5#&7T (Hik) Ko
Z{t® (LOCF)
ey n HAM-DZ/{t&" 72
TS5 KRBt 70 -10.4 (7.5) —
15mg/H & 65 -13.3 (6.8) *| -2.8 (-5.3~-0.4)
30mg/ H B 66 -13.8 (6.9) *| -3.4 (-5.8~-1.0)
45mg/HBE 69 -11.9 (7.6) -1.6 (-4.2~0.9)

1) Mean (S.D.). * :p<0.05 I LARBIIHLTEREEZHD
(ANCOVA)
2) 7T RBNT B BN FF O ZOHEEME L 2 D95 % [EHEX E
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-16.0

-18.0 T T T T T T T

17.1.2

17.1.3

0.0 L

2o\
-4.0
-6.0
-8.0

-10.0

-12.0

-14.0 %

—— 7 RBE
—O—15mg/HEf
—=—30mg/H#
—0—45mg/HEE |
Mean=S.E.

# 1 p<0.05(ANCOVA) .|

N
N
RN

B

HAM-D&Et2 a7 (173HH) Z{LE0H#HE (LOCF)

BIfE S BAEE 12, A HI15mg/H B ©85.5% (59/69
%), 30mg/H B T80.0% (56/70%1). 45mg/H & T
80.3% (57/71F1) HOT 5t ARBET67.1% (47/7061)
Thotz. BmbEP - -ENERIZERT. &Hl15mg/
HEET44.9% (31/6941). 30mg/HET54.3% (38/70
Bil). 45mg/HEET42.3% (30/7161) ROT T REE
T30.0% (21/7061) TH -7z,

BERE IR 7 ILRFY = VR EER
IORBEEZMRE L-GAMOEMEBL-EEHRE
BHREBICB VLT, AFIESH (15~45mg/H) o5
T (fhik) BICBIAHAM-D&E 227 (173HE)
OS5GS0 ZE{LE (LOCF) 12-13.8£7.3 (n
=95) ThHolze —H. ZLRFH IV LA VEEE
B (50~150mg/H) TIF-11.7£8.1 (n=98) TH Y.
ELBDZEEZDBW%EEXMEIE-2.20 (-4.35~-0.04)
TH-7 (p=0.0462) ?V .

BIVEF BB L. AR GEETT8.1% (75/9661) KO
TIVRFH IV LA VEBIERET68.4% (67/9861) TH-
7o BBZ Mo LEWERIMEIR T ARS8 T43.8%
(42/96f1) BT NARFH IV LA VEBIERT2.4%
(21/98f) TH -7z,

EASE I BRI SHER

IORBEENRE LIS2EMES (15~45mg/H)
I2& V. HAM-D&Et 2 a7 (171H) &, B5H1%
Hi010.2+6.5(n=107) » 5% 5B1E6E TI1X.6.9+5.1
L7 572(0C), #5658%LIME %5528 (4.0£5.2)
FCTRMBTRE L TR L, AHOERESTOME
PR S NZ2D

#2 HAM-D&EtZa7 (17#HE) (OC)

B | BEGBIMRET| Bt 50E% |15 1285 | #5248 | $5528%
n 107 100 97 83 71
HAM-D 10.2 6.9 5.7 4.1 4.0
&etAarzh|  (6.5) (5.1) (4.9) (4.1) (5.2)

1) Mean (S.D.)

BIERRIEHEIL, 79.8% (87/10961) TH -7 &
b2 - -RIWERIIEIR42.2% (46/10961) TdH -7z,

18. ZExpZIE

18.1 {ERR
INFTFEVIZHRDO Y F T A7 FLFY Y EDZ
BREROANTOZEMEICH U THRERZR L. RO
ta b=V RO IUT FLF Y YO OMELREZ
I B, INYFEUIIS-HT R US-HT:Z A4 %2 HE
THH. Ltu b=y OMREEERICK D EICS-HT
ZREPEENLSNS, INVFTFELDS (+) HEGEEME
HIZR R ES-HTZBMEZ2EICHEL, R (—) 5%
BEHARIIS-HT:ZBE 2 EICHET 5. N-Bi X F IR H
WEs v MNTHE—RE SN -REM T, ZAERY
&Hp&ﬁw«@ﬁmﬁu3»&€E>tﬁ&§?@o
723’24 o

18.2 i3 O1EH

18.2.1
18.2.2

18.2.3
18.2.4

fREERE SNz~ AOWETE 2ME LY .

v b ZHWEZDRL72A RS > MTEEEMERHERICB W
TH(bEERZ FRSEY

RIERS TEREREL S v  OESBRITERIHEI LY
REEBESTT v b 2B OIREIKKEHERICB T 2R
R 2 SR S 72

19. BXRSICRIT BIEERHIAR
—fRM&H - ILF YL (Mirtazapine)

22.

23.

ez

AT
aTE !

(14bRS) -1,2,3,4,10,14b-Hexahydro-2-
methylpyrazinol2, 1-a]pyrido[2,3-c][2]
benzazepine

Ci7HisN3

265.35

IR IV T UITAB~AREORRE ISR TR

KTHb.
AH ) —VROLY ) —LICETRT L, Kicize
A EBITF R,

L EE

\

R OSGE R

e

(ZIWITEVEEISME [5=T7])
1008E (1088 (PTP) x10]

(ZEIWITEVEME [F=T7])
1008€ [108€ (PTP) x10]

EE: 300
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