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WAL U CRRBIN, Z0% 201241 FIiC [0k

1) Meiji Seika 7 7 Vv B &t L2 28 TGS ES
[T 104-8002 HETES R X 4G 2-4-16)

PEREEICB T D EER OS], 201346 HIZ 15
O« D DORE BEFABIEC TR LRDHN
TWGEIZIRS) |, 2016 49 i [/NEHO BPA
27 T LREICHED RN ] O®hEE - R AGE
mEn, ESERBEGTHEHINTHS Y,

Meiji Seika 7 7 W ¥R &1L, BRBEIREM &
LCT7VESS Y —)vEE [B¥R] / OD 8¢ THAWG] /
B 1% (B3R /WA TBE] (BT, A&lIE 0N
D) OFFEAE L, FEF 11215825 (PR 26
FUA21H) CEDZHEORE, BIUTRAR
RN LT, ZEMRER, AR SRR T
i U7 A58, S & FEOMNE, EFEmNE



48 (1056)

FEMEDROHHN, 2017 F2 A [#ERMIE] O
R E U CRER I N, 2020 457 A Tk it
EIZB T HEHEROSEE | ORE - bR EIME N

-~ 2)

~ o

AINL, BEHAHOBPRCER R B DS
BT H-DBRFBEEGOL R HEAEL T 5, [§E
P BUEE & SUE DA T §F 2019) (B KRTTED
TlE, 2020 %9 A £ CICBEBERDHFEHEE 80%
DERDIRDOEN TN, A2y T 40 Tibd &
B 7= BB H L A HEAE SN 7RSSR, 2019
HAVEH OBRBER DO EY = 7L 78.5% T
HHZEPREINTNDY, —T, BRIEERM%
BEMAIZA S LWl E LT [EEIZREM?H
%] B UERMOEISIE, PR 25 4Tl 71.9
% EFEFITE <, PE29 4F Tl 85.0% & X 5121
mLTWa, £, BEEERLSNWLSHEZL LT
HEM UL W HE LT TR RCEIER I DR
NHAHND | B LBREOESR, P25 4
75.2%, PR 29 61.9% LA LY DD, K
RIZEWKEEIZH D, BRBEEG DL EWEH M
FITBEI H Mk L oS E 13D THETH 5,

BT, RS2 REICEW O [EELDR
7o B A T & D B R ESEW KRR BT 7 1Z
E TREMGitE | TIRE7 e 75 v 2] BNlRET
X590 2Em6, RAFTRT VI ZRIT S5 2
EDEIRMICE W TCIIBATH D, TRERER
OD $EB X OAKI OD g2, & bicKizLCHIRA
ARE/R O ENFHEESE Ch H 720", OD $ED MMM
PEELRER TCHLEEZ BN,

ZZTCHRIE, AFRIOMHERHEENICE TSR
A (OUF, A#E) 2EELI-DT, ZORRE
ST 5,

2. AREFE

AL TEHRSORERTEHE DT AL X R
DEMOHEEIZET 584 CFRC16 4F12 A 20
HNEAERBESEE LT —5) BXOZ DM
R4 R RESF UFERE L 7,

2.1 RAEBMRELIUAE

RN, AFIDWD TG XN O ATER
FaERNGE L, BEEEY 2007 F 7 A6
2018 12 H, &AM Z 2017 4 7 A2 5 2019
127 & U CHERM UK. BEREFBIL 6 8 55 5

P EHE 57T HE 125 (2020412 ) —

& LT 300 6, 52 #AEeHHER & LT 100 fl& Ui,
HAEE I REE A L, BEEREXUHEE
= A JJ1Z Electronic Data Capture ¥ 2 7 4 % il 1
CERE L=, BIEMEIERE 2 EME L, Bl
HIFIZHIE « BT L72BA1E, 2Ok EE ToBlE
W& L,

2.2 AEIEAB

A A, BETR RN, T BE, K
#H, %25, ARIOMHME, FBEXS, FBEF
o, FEAEREHA, W, WAL, BETERE - & BRIE,
aripiprazole fii FfH/EH M (CRFIB 5546 1 5 H Hi)
5 A K 581 H F T2 U 7z aripiprazole 8| D
), AFlokG Ik G, 1 HEGE Y5
M, Fikglc oW IR IR RS, AH O#EE
P (EEICBIT 23 EME, EEICEL 2VEE
B, OD DM EENHDYVEZIZLD
MR, BN OD $06 DYV IZ X 5k
APE), ERT - pERER R4, 1 HiGE, &
RS, AEFEL (BHEEL4, HEME KRR
BAMRSF), WRIRMRA(E (fAE, 220G « BERF MBS (E
%), HarE (efdEEE, QOL FHM) & Ui,

2.3 REUELUBEWEOFTESE

231 % &t

BERZDO L, AFIEDREHERENEETE I
WEZEEIER & Ui, afERZBIRIE TRIFER 7
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=1 BEE®
- Aripiprazole fi FI#4 | Aripiprazole {fi FIEME | %2 4tk fifhfr oo SAE ()
) (n=139) (n=208) (n=1347)

Ve HE 51 (36.7%) 91 (43.8%) 142 (40.9%)

’ yid 88 (63.3%) 117 (56.3%) 205 (59.1%)

20 FE A 2 ( 1.4%) 23 (11.1%) 25 (1 7.2%)

20 ~ 29 % 15 (10.8%) 44 (21.2%) 59 (17.0%)

30 ~ 39 % 34 (24.5%) 43 (20.7%) 77 (22.2%)

40 ~ 49 % 38 (27.3%) 42 (20.2%) 80 (23.1%)

50 ~ 59 % 29 (20.9%) 24 (11.5%) 53 (15.3%)

i 60 ~ 69 % 14 (10.1%) 19 ( 9.1%) 33 ( 9.5%)
70 ~ 79 % 5( 3.6%) 9 ( 4.3%) 14 ( 4.0%)

80 ik Ak 2 ( 1.4%) 4 ( 1.9%) 6 ( 1.7%)

SFHfE + BER S 45.1+14.0 40.2+17.1 42.2+16.1

5/ ME~ K (E 18 ~ 86 11~ 84 11 ~ 86

18.5 A 5( 3.6%) 12 ( 5.8%) 17 ( 4.9%)

18.5 Lk |- 25 A 28 (20.1%) 49 (23.6%) 77 (22.2%)

BMI 25 DI 30 Al 14 (10.1%) 13 ( 6.3%) 27 ( 7.8%)

30 Bk 5( 3.6%) 8 ( 3.8%) 13 ( 3.7%)

N 87 (62.6%) 126 (60.6%) 213 (61.4%)

B G Abz 14 (10.1%) 23 (11.1%) 37 (10.7%)
e VAS 125 (89.9%) 185 (88.9%) 310 (89.3%)

- o 5% 87 (62.6%) 136 (65.4%) 223 (64.3%)
TR Sy T 52 (37.4%) 72 (34.6%) 124 (35.7%)

5 4E A 23 (16.5%) 91 (43.8%) 114 (32.9%)

5 4ELLE 10 A 21 (15.1%) 21 (10.1%) 42 (12.1%)

HFE 5> & O R A 10 4ELL | 20 42K 41 (29.5%) 32 (15.4%) 73 (21.0%)
20 4ELL I 28 (20.1%) 23 (11.1%) 51 (14.7%)

ANEH 26 (18.7%) 41 (19.7%) 67 (19.3%)

2 20 (14.4%) 119 (57.2%) 139 (40.1%)

. B8 444 9 ( 6.5%) 14 ( 6.7%) 23 ( 6.6%)

o e FB g

HERRIERM I 108 (77.7%) 70 (33.79%) 178 (51.3%)
Z DAl 2 (1.4%) 5(2.4%) 7 (2.0%)

AR 94 (67.6%) 155 (74.5%) 249 (71.8%)

fir ATy 12 ( 8.6%) 12 ( 5.8%) 24 ( 6.9%)

M KIS BT 3(2.2%) 4( 1.9%) 7 (2.0%)
AN ABERY 18 (12.9%) 27 (13.0%) 45 (13.0%)

2 Si-el 12 ( 8.6%) 10 ( 4.8%) 22 ( 6.3%)

0 mg 0(0.0%) 118 (56.7%) 118 (34.0%)

300 mg A 46 (33.1%) 42 (20.2%) 88 (25.4%)

300 mg PA_E 600 mg A 44 (31.7%) 26 (12.5%) 70 (20.2%)

. o ., | 600mg PA_E 1000 mg Aiif 33 (23.7%) 12 ( 5.8%) 45 (13.0%)
AT 5B H O CP #SHiE 1000 mg I |- 16 (11.5%) 3( 1.4%) 19 ( 5.5%)
AN 0(0.0%) 7 ( 3.4%) 7 (2.0%)
Tl = B 2 490.0 £381.5 138.4 +238.3 282.1+350.3
I/ )M~ f K il 25.0 ~ 1850.0 0.0 ~ 1250.0 0.0 ~ 1850.0

Fi3 88 (63.3%) 140 (67.3%) 228 (65.7%)

H 47 (33.8%) 63 (30.3%) 110 (31.7%)

BEIRIR 7(5.0%) 8 ( 3.8%) 15 ( 4.3%)

ErOHE DM Jlg ' S 7 (5.0%) 10 ( 4.8%) 17 ( 4.9%)
(EHHY) | HEhsIEREE 11 ( 7.9%) 17 ( 8.2%) 28 (1 8.1%)

Z DAt 36 (25.9%) 57 (27.4%) 93 (26.8%)

N 4 ( 2.9%) 5 ( 2.4%) 9( 2.6%)

i 133 (95.7%) 203 (97.6%) 336 (96.8%)

P PR D BEAE FEE f 2 (1.4%) 0(0.0%) 2(0.6%)
EN! 4 ( 2.9%) 5 ( 2.4%) 9( 2.6%)

SEGIHC (R

o FIRE OB WHE RIS W IR A RIIE D P) 6 F 12T D FIEX
**: Brexpiprazole @ CP #6135 EEE LClgstOT—7 "W W=,
* CPHEE 0 mg F /- IIAHOIR % SLEGNIR LI & Ui,
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®2 AHPEERGE (ng/ H) DR

[Aripiprazole {EFHEHR]
FEGIEL | FfE | R | RIME | Kl
B 5-BRIA R 139 13.5 8.3 3.0 36.0
6 Ak 129 13.3 8.1 3.0 30.0
52 % 84 12.5 7.9 1.5 30.0
[Aripiprazole {5 F FE£#%)
FEGIEC | CPEE | BEEERE | R/ME | ROK(E
B BAa R 208 8.2 7.2 1.5 60.0
6 B % 163 9.3 8.1 0.5 60.0
52 % 85 10.8 7.8 3.0 30.0

3. #& R

3.1 FEFIER

361 FlOFAEE Z I L, KRB IZHESE
347 B 2 2 A VAT R RAE B, 284 B % A RV g AT
REIEF & Uic (B1). HROMEMNT A4 284 6l D
b6, KEIOHE « HEZESF L TORERNIX 183
Bl (64.4%) Td> -7z HIE « HEEHEE 101 Bl
Sb, KHI1 HEGENREXEID D0 E (K
A1 Hig58 <6 mg) TS ENEELN T HlE
HbED T,

3.2 BELR

BRI R GAER] 347 BlOBE T R —BEE &K1
R T WA 142 61 (40.9%), N
205 % (59.1%) THYV, FHFEHE CPIfE + B
7)) 13 42.2+£16.1 5%, i8I =D 249 B
(71.8%) &b %<, KW THEB AR 45 6
(13.0%), A 24 1 (6.9%), 7R@hl 22 i (6.3
%), EERAL 76 (2.0%) DIETH -7z,

Aripiprazole {5 i iEA &5 D #) 30> © O F 9 6l
\&, aripiprazole {# Fl FE4 T X 10 =LA _E 20 4F- K i
N41 6 (29.5%) Exb %<, aripiprazole {5 FfE
TS FARMA 91 43.8%) Eimb & -
Too MARTE DRI, aripiprazole {# il FEA T
O E o108 Bl (77.7 %) Lk b % <,
aripiprazole fsf F R 48 Cl3 Z2MEIAAY 119 1] (57.2%)
ER b ED - T KA &G WEHHE O
chlorpromazine #25{E* " (LLN, CP#5{H) OF
YI{H + BE¥E {2 ) X, aripiprazole {# i BE &
490.0 £ 381.5, aripiprazole fif F FE 4 »° 138.4 £

2383 Th -7, £z, HOFEHRIL, aripiprazole fifi
FAPEA DN 47 6] (33.8%), aripiprazole f# i JiE & 2%
63 % (30.3%) EFRIFEETH -7z,

3.3 FEITFHIREE

B M R 0 RAE ) 347 B O K FIEE B 58 O
R aER2IIRT, REKRGMAKBRO VSR &
(mg/ H) CFHME = BHEEFZ) 1, aripiprazole i
FHPEA HY 13.5+ 8.3, aripiprazole i RS 8.2 +
72TH0V, 2 8EBZOFHEELS % (mg/ H) &
aripiprazole {# F 8 5% 12.5+ 7.9, aripiprazole ff
FEHD10.8 7.8 Th - 7o AHIFKG-FAIHIF D
S ¥ 51T aripiprazole {# I FEHE D 5 AMED 5 72,

3.4 Aripiprazole D% 5&HI B DARE L UEKH|

OD &M ARA

L VR R  BIER 347 Bl D S B, KK 5-B
6T 139 Bilds K OAHIBA G RF 347 Bl O aripiprazole
WA ORGHMONRNZR 2 1Z/R"7, Aripiprazole
A EA 139 B AFIBGATICHEH L T
aripiprazole S #| O B¢ 5-FIHZ, S48 101 B (72.7
%) ERHEL, KWTOD 326 (23.0%), M
B 6B (4.3%) DIETH -7z, Fiz, AHIFLG
R i 0 AL, 8 232 1 (66.9%), OD #& 88
(25.4%), WHH 26 ¢ (7.5%), # 161 0.3%)
DIETdH > 7z AFIBHLGRE 5D OD $EDEI 5 25.4
% (88/347 Bi) 1%, AFI#KG-BLHET D OD $& D
FEIE 23.0% (32/139 ) & FFRRETH - 7o,

AHIOD 8D e FIEDR AR R 2T 3 ITRT,
FE0r 5 AHFI OD $EDY) V& Z I K HMAME, TR
AT 661 (40.0%), [ZED B2\ 9%l (60.0
%) ThHV, TIRAIZL W] LRl L 2-5EFNE R
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[FEFI& SERICHS SN TUW/: aripiprazole HFIDOFIEE L CEALE (n = 139)]

‘ ‘ ‘ ‘ ‘ ‘ ‘ 4.3% (n = 6)
72.7%
(n = 101)
0 10 20 30 40 50 60 70 80 90 100 (%)
[]:% []:0Dx B:HHK
[FF|IR SRR OFIEE L OB (n = 347)]
0.3%‘(n =1
S I N O B R
66.9%
(n = 232)
0 10 20 30 40 50 60 70 80 90 100 (%)
[]:% [:ops =H:maw Wi
2 Aripiprazole B HI D 5-FI7 D NER
£3 AH OD SO
R Epbbizh | AL WD &5t
e B AR OD $2ND 6 9 0 15
gz (40.0%) (60.0%) (0.0%) (100.0%)
JeRsER I, OD $E00 B 4 15 0 19
AFH OD SgN\DYI 0 E 2 * (21.1%) (78.9%) (0.0%) (100.0%)

REFIR (RERCHD)

*1 . Aripiprazole (A DS B [8¢] 2 HAK [OD 821 ICYINFEZ IEG F /213K K 188 %

AL 6 BLIBEIZH)DCARK TOD §2) =ML
*2 . Aripiprazole i FHREA D 9 b AeFeEE N TOD &)

NI - e FFEIET D OD €0 5 AH] OD §&
ANDOYDBEZIZ KB, [8RARLT W] 4 64
(21.1%), TEbBW] 1561 (78.9%) THY,
[ARAIZ < W | EFFM L 7 EBNIERD BT hy 5 72,
3.5 FHEIDEEHEH
AADOEEHHOFAEME R B3 IZRT,
Aripiprazole {# F FE 5 4 I D 75 I BE 9 % 3 B il
IZDW, aripiprazole fE R TlE, T2hREFED
MeRF) 399 1F (87.6%) LB <, NT [
HOEAN5r ] 71 (6.2%), HEREDZAVEEE |

T fEB]
MHARHF TOD §2] 1290 2 I fEH

50 (4.4%), TRiEOEEFEFRL] 24 1.8%) T
& - 7=, Aripiprazole i HEM TIX, [RE D%
B SN2 (54.6%) ERBEL, KRWT [H]
HOHPEAR+551 46 1 (22.4%), [%hRdiE D
) 301 (14.6%), THIROAEHFRESL] 174 8.3
%) Td -7, —J, aripiprazole f& /] FE 45 48 5l D
EEIZEE L W EM B IZ DWW T, aripiprazole f#f
MR, T3EAE] 1194 85.0%), [HHK
ICHEBHEE S H D1 10 1 (7.1%), [OD §Eh3d % |
71 (5.0%), 124 mgSEDOHAED D 5 | [BHI% N
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[Aripiprazole {FREH]
EEICET 2 FEEH* 113 #) ERICELAVETER (140 #)
0 0 0% 1.49
. P S s G s
6.2% 0
7 ) 7.1%
(10 F)
i Sl
D: R D MERE WIS B 5
E: MDY A5 ;0D BEnidr %
[ mBo2EmE 85.0% D24 mg BEDBNED B
(99 1) B o HEHS I I T PR IE S TR RS
BRI AT * o HRGERIR AT
[Aripiprazole {#FFEH]
REICEAYT 2:8FEH* (205 4) ERICEALAVEETEHR 172 #)
8.3% 3.5% 3:5% 0.6%
580 61 O _— (1)
10 ) i
7.0%
(12 ) g B ik
0D N D
ERBOZME 1 24 mg SEDHIE D B B
D BT D57 IS TENTW S
L R UGE DRfERE 79.7% WA ICEEE S B 5
B O EES (137 1) LT YT CHRIETRE R MG
L HBCER ] L HBCER ]

3 AHDEEEH

HFEInNTnwd | %24 14% Th -
Aripiprazole {#i I FE 8 1L, [FHIE | 137 ¢ (79.7
%), TOD &L H A ] 124 (7.0%), 24 mg §&D
HERH 5] 104 (5.8%), IEAZLIHTFINT
WA THHBRICEBBIEY 55 | % 64 (3.5%),
(D VT y v o THRIETRERWAK] 114 (0.6%)
Td - 7=, Aripiprazole (FHEGEIZEDHL ST,
FThd [FHAE] 208 E & Ky HbTinis,

3.6 AFIGERNE L UARFIFILEH

A VE AT ) BRE B 347 B11Z 35 1 B A H oD Ak ot
KB L OCAFFIEEEZE 4, FR4IRT, &5
6 1% DOREMEAEG]I 292 B (84.1%), 52 #&E Dk
FCIEBIZ 169 B (48.7%), 52 FEWE R THUORS i 28
DIARFIDHIT b - 7-FEFNE 105 B (30.3%) T -
72

Aripiprazole {# i I 5 45 71 D A& F| 0 #ik fie %13,
aripiprazole fi HIER 139 HlD 5 B, 5 6 HED
MEATAERIZ 129 1 (92.8%), 52 # 1% DMALLEFI 1L

84 % (60.4%) T &b - 7=, Aripiprazole f& ] & %
208 Bl D 2 B, 561k O ki E 611 163 B
(78.4%), 52 Bt OMkKIEGIL 85 1 (40.9%) T
f)")f:o
Ko, BRI GREF 347 Bl D S H KK %
Wik U7-RERN 167 B (48.1%) THY, HikHh
W T 6k (BEhe, #2ESE) ] 2879
(47.3%) ERb%<L, KWT [BEOFL] 316
(18.6%), [#hRA+41 2261 (13.2%), [HEH
S5H] 1861 (10.8%), [Z Db 1241 (7.2%),
BRI EmMR ] 561 (3.0%) Tho-l. s,
FIEEEH [Zofb] 12605 5, 10 e dl 5
FFETERH AN DYV Z I X 2 IETH - 1=,
3.7 EREHREL L UHAERRESRR
4 VAT ) B 1) 347 1 O T i HURS 1% R
fifi il A & &5 X OF aripiprazole 8L & o {# K I %
5, PFHER ORGSR ZFS ITRT,
KEIP5BMA 1 7 A i) & AFE GG H £ ¢
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(%)
100m <~
90.\§“} P
80 vy
70 A %\\ﬂ ____ RRREC s —
ﬁ 60 S 1\\\\\\*____; “““““ o
#* s0{— 7= Ao —o
% 40 TTA e A
30— —e— ZAVEMITRHZIER (n = 347)
920 | -O- Aripiprazole {47 (n = 139)
101 -A- Aripiprazole (M (n = 208)
00 é 15 22 36 55 GA)
Be G-
X4 AFlkGOR N
T4 KHESUIR IS X OAFIF R
LR AT Aripiprazole Aripiprazole
KR AE B HHER {65 P IS
(n=1347) (n=139) (n=208)
il Gl 347 (100.0%) 139 (100.0%) 208 (100.0%)
6 W& kAT 292 (84.1%) 129 (92.8%) 163 (78.4%)
12 B &k 236 (68.0%) 114 (82.0%) 122 (58.7%)
24 W& Rk 206 (59.4%) 101 (72.7%) 105 (50.5%)
36 W E Ak 183 (52.7%) 94 (67.6%) 89 (42.8%)
52 Ak 169 (48.7%) 84 (60.4%) 85 (40.9%)
(52 WEAF F A 105 (30.3%) 42 (30.2%) 63 (30.3%)
T~ 11 ( 3.2%) 4 (2.9%) 7 ( 3.4%)
ok 167 (48.1%) 51 (36.7%) 116 (55.8%)
HERL R 18 (10.8%) 5 ( 9.8%) 13 (11.2%)
h BEOFL 31 (18.6%) 14 (27.5%) 17 (14.7%)
1 | AR 22 (13.2%) 9 (17.6%) 13 (11.2%)
}E!é wrb BoRBERE (HEh, RS 79 (47.3%) 21 (41.2%) 58 (50.0%)
TR F 7o 5 ( 3.0%) 0 ( 0.0%) 5 ( 4.3%)
Z Dt 12 ( 7.2%) 2 ( 3.9%) 10 ( 8.6%)

TEFIR ()

i 6 IR TR 72208, 2 OROARFIB GARILDN AT T & 12> - 7

PR AR 3R 2 ) U 7 5E B 227 61 (65.4%) T
HY, PR EZHEH L T RWERNIX 114
(32.9%), WX 66] (1.7%) THh -7z, PUkGH
SR A U ZAEBI D 9 B, aripiprazole Z {7 L
TWHERNE 139 6 (61.2%) (JEFEE= 4, : 128
B, fht1&FEERIE N - 11 1), aripiprazole B4+ D
PORB MRS A2 G L CW 2 iERNE 88 B (38.8%)
'C‘\Z;)ﬁ fCo

KEIB GRICAF E O S N3RS, IR
Al o PIANLFID 131 61 (37.8%), Ny T7EE

v ARHFIH 122 B (35.2%), HLTADAHFID 48 Hi
(13.8%), #Hi/S—F v vHEI 426 (12.1%), i
2 DM ATH (13.5%), UK R H D 146 Bl
(42.1%) Th - 7zo KHEOFH I NI POREHRIE
DML, risperidone 2839 # (11.2%) &b %
<, ¥R\ olanzapine 2 33l (9.5%) Tdh -7,

4. £ £ K

4.1 BEER DRI
BITEF OFEER ORBIRN AR 6 IZRT, X4
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(%)
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20

(ZeMRITHRES (0 = 347)]

s
32.9%
(n = 114)

[ENEAR LSS

;Kﬂﬂ :1.7% (n = 6)

H
65.4%
(n = 227)

[EREARTEREITE S

(ERHAEHRERES (n = 227)]

Aripiprazole DA+
38.8%

Aripiprazole
61.2%
(n = 139)

(n = 88)

5 [ERPURE RS O A #Ed X O aripiprazole 8L O IR I

=5 OFHERORSIRM

DFZEH

LM ST GHAE B
(n=1347)

TERSATIAL « PR~

131 (37.8%)

Ny UT B AR

122 (35.2%)

LT A AEN* 48 (13.8%)
PioX—F v 42 (12.1%)
PiH % 47 (13.5%)
EARCELELE S 146 (42.1%)
Risperidone 39 (11.2%)

Olanzapine 33 ( 9.5%)

Quetiapine 16 ( 4.6%)

Paliperidone 14 ( 4.0%)

Levomepromazine 12 ( 3.5%)

HEHI4 * | Blonanserin 12 ( 3.5%)

Brexpiprazole 10 ( 2.9%)

Haloperidol 10 € 2.9%)

Sulpiride 8 (2.3%)

Chlorpromazine 8 (2.3%)

Z DAt 23 ( 6.6%)

REBIRL (RERCEE)

FHIAE TBEEGZT—5 7 7 A)va— g (EEGRIFICH) ] 20 TE L,

g — N E 347 112 (RERRSAFRA o FIAVLH]) ISR D HA

*oARKI O — R R 4K 1124 (NPT EE VRBAD 1232249 5 S

K g — R R 3H 113 (BICADAKD 123849 % HEH

g g — R 3T 116 (B S—F vy VA 1234 T A A

ROV ES P SN T B IERIZ B Tr, (HURS IR O OF H 3EFIE
1 FIOIEFNL 116 61, 2 #li% 27 #1, 3FIA X 3BITH - 720)

55 (1063)
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%6 EIFHOREER OFRBRRT

Aripiprazole | Aripiprazole | ZZ4:t:fiEhT
AR 5 F PR X RRER
iE B # 139 208 347
Bl E D Z8BURE B % 15 23 38
BT OZREE S (%) 10.8 11.1 11.0
AP A ORI BLAE B Ki(?ﬁ L
sSoC* PT* (HERCER) RS ol
Mk E LY v FRREE PR Z A M 1 (0.7 - 1 (0.3) 1 0
R X O E BRI 2 (1.4) 1 (0.5 3(0.9) 3 0
BN - 1 (0.5 1(0.3) 1 0
> >%5 - 1 (0.5) 1 (0.3) 0 1
” ANIRAE 1 (0.7 2 (1.0) 3 (0.9 2 1
Ffmis Sl 10.7) - 1%3§ 0 1
e RAE - 3 (1.4) 3 (0.9 1 2
L) - 1 (0.5) 1 (0.3) 0 1
THYVUT 2 (1.4) 8 (3.9) 10 (2.9) 4 6
FEES 0 - 2 (1.0) 2 (0.6) 0 2
HEMRSM IR IR 1(0.7) - 1 (0.3) 0 1
e R SRS 1 (0.7 - 1 (0.3) 1 0
B - 2 (1.0) 2 (0.6) 1 1
PR 1(0.7) 3 (1.4) 4 (1.2) 2 2
H A FRRE 1 (0.7 - 1 (0.3) 1 0
” A 1 (0.7 - 1 (0.3) 0 1
IR B 10.7) - 10.3) 1 0
Hi & Opkghias TR - 1 (0.5 1 (0.3) 1 0
(iR BiF - 1 (0.5) 1 (0.3) 0 1
MRS R ML - 1 (0.5) 1 (0.3) 1 0
o i fERL - 1 (0.5) 1 (0.3) 1 0
TG % 1 (0.7 - 1 (0.3) 0 1
B R d & O & LRk R o= oA 1 (0.7 - 1 (0.3) 1 0
BB K IR L HEIR IR - 1 (0.5 1 (0.3) 1 0
FUH 100.7) - 1 (0.3) 0 1
e v e | R 1(0.7) - 1(0.3) 0 1
e S AED SORGHLORE | oo 10.7) - 10.3) 1 0
178 1(0.7) - 1(0.3) 1 0
TSZYTI /) NS VRT 2T — BN 1 (0.7) - 1(0.3) 1 0
2 V7= 5 1 (0.7 - 1 (0.3) 1 0
WG R A A it <) 27 ) ) R 100.7) - 1(0.3) 1 0
R - 1 (0.5 1(0.3) 0 1
PREESE N 1 (0.7) - 1 (0.3) 1 0
U ICH HEBRP SR RE4E 0 AGER. (MedDRA/]) /N— 3 > 23.0 OZRE I K5 FE
*2 0 ICH EBREE S ESE HAREM (MedDRA/]) /N—3 3 > 23.0 DFEARFE
P AT o6 2 0E 1 o Bl UF F 8 B3R 1T 347 i+ 38 il Y, [7H>27 ] N6, [HEGRIFE] [1FE

(11.0%) T -7, Aripiprazole {# HJEH 5 DE
TER 3 BIKIZ, aripiprazole ff I FEH A 139 B 15
%l (10.8%), aripiprazole {5 Fi JiE i 2% 208 il o 23
%l (11.1%) TH Y, aripiprazole & F A 1= B
OOETEEOFRTH - 7=,

FHEUEIERE, (7227 21061 (2.9
%) EbHE <, RWT IR’ 461 (1.2%), [
PRIE ) TANIRAE | TR & RaRE ] & 361 (0.9%) 5%
Thotoe WHEFIEIZE S -BITEHIZER 6 127 T

Mo ] k] 28 2 BIFETH - 7,

7o, EEZEERX 263 HIZRHON, [HE
Rl 2602, TEimE] 1614 Th -7z, THE
R | T | A3y & 72 RE B 60 s PO
AKREHET, KFIPG 14 HRICEZ BT L 1=,
ARz fkf L, FRIEBD O/ 1 FRICER L,
AEZEIEOHEE UT DRERW ] TIRESREIE] [&
M) 2L TEY, AFLUAOERE L TERE
OB GEEDN . THEIRIE | 23 S 7o hEB
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IR A > b | fEGIE | POE | EEEREE | RuME | RAE
Be 530 73 64.6 14.1 41.3 109.0
6 Bk 60 63.8 13.3 41.1 110.0
12 8% 23 67.6 14.6 41.3 113.0
24 #i& 25 69.6 16.6 41.2 111.0
36 Ak 16 68.2 9.6 57.0 85.1
52 Bk 26 65.6 16.7 41.1 109.0
T A& IR 73 64.2 14.7 41.1 109.0
*=8 ZEJENy - FARFMEEDHERS
SRR IRE - -
v bE AT DR s & 3
- E % S B PR IS & 1
E & R 20 (83.3) 3 (12.5) 1 (4.2 24 (100.0)
B R M 0C—) 1 (50.0) 1 (50.0) 2 (100.0)
PR 1 2 (40.0) 2 (40.0) 1 (20.0) 5 (100.0)
& &t 22 (71.0) 6 (19.4) 3 (9.7 31 (100.0)

REGIR (HERCHD)

B

Z2 RGN B < 110 mg/dL, FERFIMAEE < 140 mg/dL

B 110 mg/dL = 22 EHFIMAE(E < 126 mg/dL, 140 mg/dL = i UKE{E < 200 mg/dL
BEPRIRY ¢ 126 mg/dL = Z2JEREMBE(E, 200 mg/dL = RHIF IS {6

X 51 B EDISRESE T, AAIFGRG 1 FRICE
SORBLU T, AKRIZMAE L, BRI THTH -
oo ABEFBZGOHEE LT TIFHEBERESE | [HEIR
WO TIREREIE] #F LT\, &k, EIREE
DIEFNIFRD N7 5 72,

4.2 ERFRIREEDHR

REOHR R T, Z2HENE « AR OREEOHER %
RBIIRT, BEWMIT AL 347THDS H, B
Rl Ul fEG 25 & U,

HE (kg) OHR CPHE = EEERFZE) 2o
T, AFIFKGHIE64.6+14.1, 52 H% 1L 65.6+
16.7, WKEKFIZ642147 ChHh -7 (RT7), =
&, BITFAHE LT MAEREM] 2 SN IREFN
16ITH - 7=,

ZERGEIRE o BERE MBS (E OHERLIZ DWW T, HAREIRSN
FEHVED T BE R R 2 Wi R HE O S E ™ % 2512
FEPRIRRY, BEARA, IEREO 3 DI, KK
IRl & RARRE O R RT (FR8), AHIBILHET&
Lo U TR IR IS 0 FEN L U T = T RE B DY 31
fBiivp 22 Bl & fe b % <, BALD AN L T AE B
56, EOHEANEILLIIEGNIL 4HITH -
72

5. B % #

5.1 2REE

BRI R 284 Bl DS B, AKFIDMD «
BAHSF LT 183 Bl 2k EE # K 6 12 /R T
Aripiprazole IR @ 52 B D&M SERE (60
B 1%, PR 22 B (36.7%), B 19
il (31.7%), TZE1961 (31.7%) ThV, EiLL
TFEGNIFED NI -7, FTo, BESEED Ex
(3] & L7-d%K13 68.3% (41/60 ) TH Y,
TEL L% THFF RSV & LI2EEIE 100% T
Bl ERFORMBEE 9461 1, $EE
sk 25 B (26.6%), BREEREE 26 B (27.7%), K
24261 (44.7%), BEEALIHF 1.1%) Th-
77

Aripiprazole {5 F FE 8 D 52 1% D & =R (43
) 1%, FHWKE6H (14.0%), HEEKE 19 6
(44.2%), W= 9 F (20.9%), T4 96 (20.9
%) TV, FALLUIEGNIRD 5Nl 5Tz, £
Jo, MEWED Lo [E] & LadkERIT 79.1
WCTH-To BERFOEEREE B9 fl) 1%, #
Bl 8 7 (9.0%), HEEEEEE 30 4 (33.7%),
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[Aripiprazole {FRER]

27.8%
LA

6 B PP |2
(n = 90) [

| R Tl
52@?&%2{@ DS [TITTTTTTTTTT Mﬁga&%
n = 60) b 31.7% 0wz
L] 7 e
) - ) EWUGE, PEREL,
RIS 27.7% HEWE(CILAD S
(n = 94) [ mu‘m\m otz
4b 66 86 100 (%)
[Aripiprazole & F FE£E]
) 2.7%
6.7% \ \ [ mdk
SIS ST RNN [TITTTTTTTTTT % .
6 ¥ 11.3% ;A
(n =175 LY RS
8 Bz
52 38 % T TTTTTTTITT ‘ V) miE A
14.0% 20.9% 20.9% .
(n = 43) ’ T B hemEt
| ) FHRE(IIEED BN
IS e TITTTTITTT otk
<1’1 = 89) 9.0% M ‘ﬁﬁ‘?(‘)‘/(‘)‘ 2.2%
0 60 80 100 (%)

6 UG

B OE 21 B (23.6%), 1282561 (28.1%), %
AL 3B (3.4%), FEEEEMA 26 (2.2%) T
35-9 to

5.2 QOL 54

BV AT 6 SHE R 347 HEBI D S B, AFIDH
e HEZMEFLJSQLS e Lz BEE R &
Lz, AFIFGBLGHT, 6, 24, 52 %, RKKED
JSQLS IZ £ % QOL i Of5 R & B 7 127”7

Aripiprazole fE IEF O &K D X 27 (B
i+ EHEfR 22) 1%, AHE GG, #5528
%, RERFOIEIZ, ORI 48.4 £18.6,
45.9+16.4, 46.4+17.2, B ¥ /& 1113 55.9 =+
16.7, 53.9+12.7, 54.8 +14.1, #EAK /&l 7E H 1%
26.1+12.6, 23.8+15.2, 22.7+t13.6 CTH VY, K
HIE B ET, &5 52 HE, EEROWITINOK
MR ATERRETH- -,

Aripiprazole i i EEF O K HII DO X 27 (B
il + FRHE R 72) 1%, AHI&G-PaMaET, &5 528
%, RERFOIRIZ, OMASE/RIE59.1+£19.8,
41.7+16.3, 45.2+18.9, &) /& 111X 634+«
14.4, 51.9+15.6, 54.5+16.9, fE Kk /&7 A 1Z
29.2+17.6, 19.0+19.2, 20.1£16.2 CTH 1V, K
HIE G-BAMAET & R U OG- 52 8%, REFRED W
FTNOEED 2 a 713D LTz,

6. & =

KL, BREERNTHIAFOMAERETIZ
B p et AEICBIT 215 a IE LR
BB T 5 2 E 2 HAICERE L /=,

6.1 £ & &

ARHAIZ T T HEIFHEBZRIL 11.0% (38/347
Bl) Tholoo EELEIFREZE2H34THY,
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[Aripiprazole {FFREH]
100

90
80
70
60 l
50
40|
30

JSQLS score

20+
10|

O 2B ik /15 REAR /& {EH

B o l:eme [0 2408 []:528k [ ] B

[Aripiprazole {5 FiFE#]
100

90|
80
70

JSQLS score

OEAL 2B

/150

REAR / & F A

&7 JSQLSIZ& % QOL i

WINHRMAXECERBEEINTZBRADOELTH -
7= Aripiprazole fif FH JiE A5 48 71 O 8l 7F F 38 BL K13,
aripiprazole ffi i F& 4 2% 10.8 % (15/139 %1 ),
aripiprazole fifi FH FE4EY 11.1% (23/208 #l) T -
7= Aripiprazole i F FEH & CREIMEH BB R DR R
IZKERENIWZ &6, aripiprazole i i FEH
EOBEERICEDO SRk LCRIfFRE=Y )
IHNEBEEEZ BN,

Aripiprazole 1% 2006 4F 12 A THTE X N, 2007
FDr B 2010 4 OIAENIZ e X N 7 e R BREE S D
ERFEBF 2R & U TR i BOE T & o &l
E 58 3 413 28.02 % (1,042/3,719 1) T & -
=, HEOREREEE R ENRIRLIHR
A DORER &R EIE R OF AR R 2 BT 5
ZEETE Wy, KFHEDRERD O ARF DL 2
RN W EAER I N, Tads, RHEDHEI
TERRBEENME, > 2 BRHE LT, ALHED
aripiprazole HI DO AR Z 12 2 &0, A
AR 1212 aripiprazole FETEEKT 11 4E0M 8 L,
BRI 7= B WA SCEWETIZ KV aripiprazole D
RIERICBI 2R E eI N2 &, 2014 4F
RSN e Y DARE,  BURS i SR AL TS 0D i 1E e
RADHEATZZ EEDNEZ BT,

6.2 H ¥ &

Aripiprazole ffi FHFESERE I DWW T, KD [}
g DL EodERIL 66.3% (59/89 i) Th

v, [FEERE] D EodkERIT 42.7% (38/89
) Th-loe —J7, FTHEEIRMOM G RIELE
ARG E LI RPE A BGEFA T, B TR
(SR dE ] DL EoodERR1E 37.8% (1,374/3,635
)Y Th-tco HEDEMIRPEEZETRLENTEL
% 1= ORI DI IR & Je R A O T ARG R 2 E B
H#ed 2 Z EI3TX 0D, KFHEOE R, 5 AK
DENED TR X N7,

¥ 7z, aripiprazole ff FHIEERFIZ DWW T, 52 Hi%
BRORKRED (2] OElEE, 31.7% (19/60
) BX44.7% (42/94 B1) Td - 7zo WHEFFD
(REEA 1B bRE, BRREEESOARFIZYD
BATLRRPMERIN WD Z ENfERRI NI,

JSQLS IZ £ % QOL FHii iz DWW C, AFIK 5Btk
B O&MEIK D 2 27 CFHE = BERE) 13,
aripiprazole i FH FE 4 ¥, aripiprazole {#i F FE#EFE D
e iz T B4 &5 B3 fR | 13 48.4£18.6, 59.1+
19.8, [Ehi% /5] 13 55.9+£16.7, 63.4+ 14.4,
CHEAR / EBIER ) 1326.1+12.6, 29.2+17.6 TH
v, EREEDHNZ 3 TIMED - 1= FeG-BHIAHT
DA 37 DEWIL, aripiprazole f# A CIXRLE
WOBEEEGNTT7% E @D - 722 £, KEIZ
B+ 2 AF OEER B E LT [ RAEEOHER: | H
99/113 fF (87.6%) L KFTHxHHTNWI=Z &n
5, HEHHERNLE L TS BENEEIN-
HEEZBND,
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AFE B 52 WE DK FIKD Z 27 CFHE £ 5
A 722) 1%, aripiprazole {# Fl BE G 1%, aripiprazole
ORI, [OHAESBER] 3459+
16.4, 41.7£16.3, [ /iE]) 1353.9+12.7,
51.9+15.6, [k / &ITEAT ) 13 23.8+15.2, 19.0
+19.2 Tdh - 7=, Aripiprazole i F FE L ClIBLA
HERBEDZXITTh-7Z &b, BRABERMS
ThHhHRFNOYOEZ B, BEDRI VL &
HMEFFIN TS Z D HEZE X 7=, Aripiprazole
{ifi F BESEETRE C UL JSQLS O 3 ik & C D 2 3 7 HNK
LT,

6.3 AFIDZFETEEH & AH| OD F&DARA M

REICET 2 EREEHBIZOWNT,
aripiprazole f# Fil FE M T3 [JEE O 2 MEHE | 2
112/205 - (54.6%) &8z dish, RNT TH]
EOBHRAR 5] 46/205 1F (22.4%), [%h R
D #EFE] 30/205 4 (14.6%) Td > 1o — 7,
aripiprazole i i FE A Cld [ R EDMER: | 2
99/113 = (87.6 %) & Kz i TE Y,
aripiprazole i FFE G D B E T 712 XV EEH
DEEIT ST 5> T,

7, AAPBBEREERTHLZ &0 b,
aripiprazole fi I O REIE SN 6 DH VD 2
EGINSHx Hb b Z ENTRINIED, AFHED
& R T lX aripiprazole ff A 1% 139 61 (40.1%)
EEBELT CTH 5 7z, HiHERE N Tl aripiprazole
HAEROEFICOBEBERLOARZH NS Z &
DR X N7,

EERIZEALEWEREEZHEHBIZOWNT,
aripiprazole fi iEHZLICBEDO LT, WIhd [3E
H# | D8 EIE Kz ki T, Zhid,
[REVF M BOE & S D FE AR T8 2019 (KT
$1) Y IZ XV EFREBEANRISE IS O HE G 28
BT LT D 2 &30, RRBEHRMOVEIRIEHE
mEFEOME, EMTFHICRETH D Z & EA
SN, BEAFLEAEOBR 2 ML LIl &
%595, £, VIROMEGRIEZ ET [H) 76k
WPEREE | T, BRI 5T I TR OB
NOPUREMREL VI &b 1TERITHRT S Z &0
s S HEREI N, MERFIOM A RIFEICT W TS, Bt
FE R 2 D I Ak A 2ol < HERE S LTV B Y, 1R 38
BRIEMTHHAANL, FEAEBBOB S, OEED
FEMNRERICEMCE 5452 6N 5,
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JeZEBEE N OD $E20° 5 A K] OD $ENEHE L72ERD
RAMEIZOWT, ARG W] E3HM L =BT
RHHNT, MEHDEHRL [Ebokn], 2
HOBEHEL TRALT W] EHiiL-Z &b, K
# OD $EORAMEIERIE W EE X Bz, £,
MR FIRFIZ K 22 32 &3 B 80y HAH OD SE\FHIAIZE
BLUEZBORMEIZOWTD, [MARIZL W] L3
fifi L7z E RO ONT, 4HDOEED TRRAT
W ERHli U722 £ S, IRARHZKZLEE LUk
W OD $Eld, BEICE > THIERSEWHITITH 5
ZEMNRBENT, kXY, AHFIOD g\ DFIE
BEIZEDT R T IV ZANOEE I W EEZ
5Nz,

SEIOMERIFEICKHTHTIET T =) [H]
161 O BAERA O R0 6, aripiprazole D&
REHEME L COReE XA RN
72 AFH T aripiprazole i i EE 4, aripiprazole
HEHEEOEBEI BEHEINTHWD, WITNOEH
iz W T eeths X EIEICHEZRD BN
I oo, HIZ, AFIOD SEOMHMED RIFChH
D, MERFEITH U CARFIDEHERNTHL Z
LRI NI,

6.4 FHAEDRRA

ARFAEIL, FHHABRERAEE L CHAERTICED
THroniziimEFAECTIEH 200, BERHET
HHI=HIZ, DX D RAEZEZET HLEND
%o O ARG DM LIEGNIZIRE S N7/ R T
HbH, @ WMBEIEEZE L THRWIENADFAET
H5, @ FFMeBEGEEIT T TN -HEE
BTERNEHETHD, @ PFHEICHIR I/
2B X OEEICHT S0 RO BRI TX
e, ® BEBZIIER» S OHEIZHESNWTE
NWEIZIXEDE P E LT B ATEEMEIT R ETE /n
W, ® BRBRERLEATREW D2 oREMEIE
AFTETN R0,

| 3

AWERADITHIZD, KFHEIZISIN - WV
X, BHEAT ¥ 2 TREEW W Ic 2 E O R 05
EFITL IV EHH L BT XY,

M= MEKR

H# 513 Meiji Seika 7 7 VYA ESHOHBETH S,
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Meiji Seika 7 7 W~ A&tk 7V ET S5 —)ve TH
Bl 7VETSy— N OD g T8E] 7IET S —
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Evaluation of Safety and Effectiveness of
ARIPIPRAZOLE Tablets “Meiji” / OD Tablets “Meiji” /
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Abstract

To evaluate the safety and efficacy of aripiprazole tablets (Meiji) / orally disintegrating (OD) tablets
(Meiji) / powder 1% (Meiji) / oral solution (Meiji) in actual clinical settings, a drug use surveillance
was conducted in patients with schizophrenia between July 2017 and December 2019. During an
observation period of 52 weeks, case report forms of 361 patients were collected, and 347 and 284
patients were included in the analyses of safety and efficacy, respectively.

The incidence of adverse reactions was 11.0% (38/347 patients), and the major adverse reactions
were “akathisia” (2.9%; 10/347 patients) and “tremor” (1.2%; 4/347 patients) . There were 3 cases of
serious adverse reactions in 2 patients (2 cases of “diabetes mellitus” in 2 patients and 1 case of
“hypertension” in 1 patient) . All the adverse reactions are known events listed in the package insert.
There were no cases of death.

The efficacy was evaluated on the basis of the overall improvement according to the use/non-use of
aripiprazole. When slight or better improvement was defined as “improvement,” the improvement
rate after 52 weeks of treatment was 68.3% (41/60 patients) and 79.1% (34/43 patients) in patients
with and without a history of use of aripiprazole, respectively. In addition, in all patients with a history
of use of aripiprazole, the overall improvement was “unchanged” or better, indicating that the efficacy
was maintained after switching to this drug.

The above results confirmed that there are no new safety or efficacy concerns in relation to the use of
this drug and that the drug is useful for the treatment of schizophrenia.




