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15mg 30mg oD
0D  30mg
1121 2 ( 26 11 21 )
2018 8
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5_HT2A 5_HT2C 5_HT3 Hl
1)
NaSSA
oD
oD
SIADH
Stevens-Johnson QT

15mg

30mg



0D 15mg
0D  30mg
MIRTAZAPINE OD TABLETS

JAN
Mirtazapine JAN

-apine

S U@ 5 AL AR

C17H19N3
265.35

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

CAS
85650-52-8



99.5
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2)
0D 15mg 0D  30mg
NeHEY
INIHEY
0D 30
=Jn
mm 8.0 10.0
mm 3.4 4.6
mg 170 340
0D 30
0D 15
0D 30/ oD
30
pH pH
0D  15mg 1 15mg
0D  30mg 1 30mg
D-




40+ 2 75+ 5 RH

0D  15mg 2
PTP
1 3 6
100.1 99.7 99.2 97.8
95.0 105.0
100.9 100.7 100.9 100.2
n=3
1 3 6
100.1 99.5 98.7 99.1
95.0 105.0
100.9 100.9 100.7 100.0
n=3




0D  30mg

3)

PTP
1 3 6
98.0 97.9 98.9 98.8
95.0 105.0
100.1 99.9 99.8 100.1
n=3
25+ 2 60+ 5 RH
0D  15mg 2
PTP
3 6 9 12 18 24
100.1 98.4 | 99.5 | 99.1 | 98.1 | 99.2 | 100.2
95.0 105.0
100.9 101.1|101.1|100.5| 99.7 | 99.9 |101.1
n=3




3 6 9 12 18 24
100.1 98.4 | 99.5 | 97.7 | 98.2 | 98.7 | 99.2
95.0 105.0
100.9 100.4 | 100.9 | 99.4 | 99.8 | 101.7 | 100.2
n=3
0D  30mg »
PTP
3 6 9 12 18 24
98.0 97.2 | 98.3 | 97.4 | 96.8 | 99.3 | 99.7
95.0 105.0
100.1 99.5 | 99.0 | 99.5 | 98.9 | 100.4 | 99.9
n=3
40 75 6
25 60 2
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0D 30mg 1

30mg n=40 n=40
Tmax 1.18 2.33
0D  15mg ®)
24
2 29 0229 10
0D 15mg 0D  30mg
7.
0D  30mg N
9 12 22
487 13 5 31 786 18
11 24 1124004 24 2 29
0229 10
0D  30mg 1
30mg 2 2
LC/MS/MS
AUC,_ 7o, Cmax 90

log 0.80 log 1.25
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m
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m
4
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4
-
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A (hr)
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I
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:s 60 Mean+S5.D., n=40
L AN
2
b
[
>
=
i3

¢ : ; : . . =N
0 12 24 36 48 60 72
w5 (hr)
AUC, _ 72hr Cmax Tmax t,,,
ng hr/mL ng/mL hr hr
685.49+ 84.48% 1.1834+ | 17.59=%
0D  30mg
220.04 33.63 0.5440 3.58
672.10« 73.44% 1.4750+ | 17.33z%
30mg 186.18 26.98 0.6619 3.31
722.95+ 67.33% 2.3334+ | 17.46%
OD  30mg
195.42 22.97 1.3959 3.79
- 723.46% 75.50% 2.0083+ | 17.48%
30mg 198.55 28.18 1.4092 3.81

Mean+ S.D.,n=40
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AUC Cmax

OD 30mg[30mgx 1 ]

85

n=40 n=40
kel (/hr) 0.0411+ 0.0089 0.0415+ 0.0090
Mean+ S.D.
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AUC 2
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2) 7 17 DSM-1V
DSM-1V American Psychiatric Association Diagnostic
and Statistical Manual of Mental Disorders,4th edition DSM-1V
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0D 15mg 23000AMX00779000
0D 30mg 23000AMX00780000
2018 12 14
HOT 9
YJ
oD 1179051F3013
126664101 622666401
15mg 1179051F3064
oD 1179051F4010
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30mg 1179051F4060
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FDA

FDA
D
100mg/kg/ 45mg
AUC 2
2)
Australian categorisation system for prescribing B3 2020
medicines in pregnancy

B3 Drugs which have been taken by only a limited number of pregnant women
and women of childbearing age, without an increase in the frequency of
malformation or other direct or indirect harmful effects on the human
fetus having been observed.

Studies in animals have shown evidence of an increased occurrence of
fetal damage, the significance of which is considered uncertain in

humans.
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3 9 6
0D  15mg 9
1 2 3
75+ 5 RH
25+ 2
98.6 97.7 98.1 96.2
100.0 99.1 99.5 97.6
7.2 16.8 |33.6 60 120
Ix hrilx hr{Ix hr |Ix hr{Ix hr
120 92.7 89.0
| hr 986
X
100.0 ( )| ( )
94.0 90.3
97.9 | 95.7 94.9
98.6
100.0 ( )
99.3 | 97.1 96.2
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0D  30mg 10
1 2 3
75+ 5 RH
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7.2 16.8 33.6 60 120
Ix hr|{Ix hr|lx hr|Ix hr|lx hr
91.1 90.1
120 99.6
Ix hr 100.0 ( )€ )
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1
55 20mL
5 5 90 15
8Fr. 2 3mL/sec
3 2
30 cm
1
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)
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