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BLONANSERIN TABLETS

) R -EMEOLGTZEICLD
FHI B L

$E2mg $E4mg $E8mg
3% | 23100AMX00139 | 23100AMX00140| 23100AMX00141
fRFERin| 20194F6H | 20194E6H | 201946H

2. B2 (ROEBEICIFZRSULEBVT L)

2.1 BEREBOEE [BEREISETI2BZNDDH
%]

2.2 )NV EYY — UEE FEEARE O HhR w0
HETNICHHBE [HRAENEER S EES
%]

*23 7 RLFY U EBREHRFORE (FRLFYVET
;74 T7F T —OREEE. NITEBHEBICE T
HREMEED U IZEEZRBICERT 2856 % K
<) [10.1%HE]

*%24 4 bFa3FV =), KJaFrJy—nL, 3aFJ—
Vo GROF. OFERA. BHH). 7rvary-—
e RAZNVAFV =)L, R¥aF+Jy—i, Yt
FELEZELGHA, FILFEL, TYFFEIL,
AAFYTFLFEL, TV FLILEL, TV
2%y b RECHEA, uF T LT E2RETD
BE [10.1281]

2.5 RENDOBIR LIBBREOBER DO H 2 BE

3. #8m% - MR
3.1 #8m

B4

JuFrty VEETuF e VEE|TeF Y VEE
2mg [YD] 4mg [YD] 8mg [YD]
18, 7ar v |1, JaF |1k, 7ar>
Y 2mg ‘Y 4mg U 8mg
FWAMY., Elo—2, e FeFT ol tiro—
A\ KT AB. AT T BMg

3.2 REIDOMR
Jutrrxys|Furrkyv|Turrky v
$82mg [YD]  |$#4mg [YD]  |$E8mg [YD]

HEORHE HEOHBRAD BEDEIRAD

i QEB %g% 1@5

BRIy

Al

fize

AR - B

[— — —
B #6mm #7.5mm #9mm
Ex #92.3mm #92.3mm #93.2mm
HE 65mg 130mg 260mg
4. FHEEXIIHE
RERAE
6. FiERUHAE

BHE. BAIKE7ToF ) & LTLE4mg, 1H2EA
BEORSEOBEBL, HR7ICHEBT 5. HEREE LTI
H8~16mg#% 23 TABREO®RET 5,
B, Fiw, ERICEVEEERT 52, 1HEIZ24mg

(1)

BRIV &,

7. FENRUAEICEET %FE

Tt ) UREERIREBE D S AFINT 0 2 158
12 AR - HEICHE-> T 1E4mg. 1H2[E&%
BOBSXIVBEBL. REICEBTLZE, AFlHS 70
F ) URERINEBEIAT DB H5BEI1CE. ROK
EFERINYI OB AR TH 205, BEOREZ 08
ByHIE, YOBIICHELTIE. 7Turrt) VRBER
INBIBIF| O [ERRBE] O0EZ2SZICHEZERT S
Lo B, ARlETOF b VR RIEEEIFE] % [F R
ICEETAZEICEDBERREIIZOG VLI ERT ST
Eo

8. EELREFWIR

8.1 AAIOHREGRIIMBER/NREL D &S, BEILICHEE
BB L P ofiid s &,

8.2 &, RN - £ - REVEBHRNFEOKTHFE S
ZEFBHBHDOT, AFREHOEEIIIBHHDELE
a2 D BBMOBRIEIRBE LR NEIERT S &,

8.3 HE., A, BESOBMERZE (LS &5 REMSS
HBDOTEREZTHITV. B A S NIZBE I
DIRFEICYI VB A 270 EFYI L NEZITS Z &,

8.4 AFOBREICED ., BIHEPLHERBEOEBLLFH S5 DN,
FERRIE b7 Y F—Y R, BRRHEEICES &N
HBDT, FRIOKREICEL T, 5P LHIN5D
BIEHAPRB T 2BaNVHH &2, BERVZTORE
IZHICHBA L. 8. 28, 2R SRFOERDT H
SbNHEICIE. BEsICRE2Hh L. BROZE:
XFBED. EEY S L. RITHERRXIZZ OREERE
HBVIITOEREATFEZHET HEEICONTIE, MAEHE
DHEFEOBEZ+FITTI>T L. [9.1.5, 11.1.9%
]

9. HENERZB I IEFEICHTIER

9.1 GiHE - BIEESDH D EE

9.1.1 b - MERKEE. EME. XFZNSOEVDHBE
&
—BEOMERTASHEDNBZ ENH 5,

9.1.2 N—F VYV URRIE L E—IMFEERIEDN S D FBE
SRS BIERSEILT B EZI A H 5.

9.1.3 TANAEOTREMEER. XFTNSOREEDH S
BE
HREREEE TS EBZNIH 5.

9.1.4 BREHDBERUBERZBZEET 3EE
EREBLSELEBETNIH 5,

9.1.5 FERBXIEZDEREEDSH 2 EBE. HBWVIIFERKD
RIKE. SME. EHFORRROBREATZET S
BE
MEEA ERT B ERH 5. (8.4, 11.1.95]

9.1.6 BiK - REFRIREFZH S BANREDH 2 2E
BEERESEC DIV, [11.1.12H]
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*%

9.1.7 FEIARE. REAENVR. BEfE. BOKIANEZFOEE
FiZEARNE, BIRIMAEZE D MBRERENRES LTV
%, [11.1.72H]

9.3 FFikeERREERE
MHREN ERTE2BENDDH 5,

9.5 1TiF
R SUIIEIR L C W A ATREME D & 2 e thicid, Lo
Biterfaktz LR 2 CHIE N BB RICOARET
B L. BIRBAICHBMREI G SN TVEES.
PRI MRS, BR, PREE. RE. HERET.
SR E O BEBUER P HASNBERY B S DN LD

BEDDH D,
9.6 %3

BREOERERUCBIARBEOAREEZEZE L., H#AO
M sk 2 Et T o2 &, BMER (Fv ) T

THANOBITHFHRE SN TV S,

9.7 INE

NREENRE UZZBRRFHERIIFER L T,

9.8 S

BEOREZBE LAY SHEHEIKET S L, —fKIC
EIRHEENETLTWAO T, MHPEEN EFRT %A hE

WAH 0. FASERFORIERAPH 5 b L,

10. 18E{EA

KANE, F& L TEMRHMBRCYPIAITRB SN D,

[16.4.351#]

10.1 HAZES HALBWLI L)

A 7%

FRPRIEIR - $EE Y%

WFe - fEbRE T

7RLFY
(7F745F%y—
OABE. XLk
BHERICB T 531
BRI S U< 352
BICHERT256%

7 RLFYYOER
s E, HEX
MEETZEIT
ENH B,

TRLFUET R
VU e a.
B -ZAEEORIEAIT
HY. KED a-ZE
AEWERIC KD
B -Z AR A

FR<) BLE2Y., MERE
(R23Y) TR HERES NS,
[2.3208]
CYP3A4% i< IHE | Ao MPBEED L | AHlOFERH#BER
ERAE 3 HLU. EAM»HE®RT | THDHCYP3A4%HE
A FaFI )| BBENNDS, Eg a0, OV
(£ FUYY—=) V75U ABEADT
RAYyarv-—J LAREEN H B, Ft
(74722 F) EicBWT, 7 +a
aFV-IL (B FV = (RBOAH:E
COAl. R A, WARFKTE) DA
AN (7ay— IZ X DARFDOAUCH
K. +5Y¥) 171%. CmaxH 1351
JLaF v —) BMLEZEDRED
(P7IhY) HBo
AATINVTF I —

L (Fav7)

Ry arvy-—o

(V7% T 40L)

VUrFELEED

#qEH () —E7.

ALV EZ. NF00
vy R)
FILFEL (FY
JA%)

7YY FEL (L
AT7E VYY)
RAFTYFLFYE
V(Lo ydy)
V¥ hLILEL
(Va—n)
YTV RAY Y bE
EORA (FUXR
4 ¥. FLvva
[ A SN A
V=)
uar7rIL=7
(VF>g1)

[2.4, 16.7.3%H]

10.2 HAER (HRAICEETZI L)

Bl 4%

B - FEE ST %

W - a1

7FRLFY VEHR

BHFRERA
URALY TR
LFy

HELMERTZE
ZTIENDBB,

7TRLVFY TR
VFU E#E a.
B-ZAEOREHIT
HY. KED a-7E
REWAERICED
B -Z BRI A
B 2D MERE

TIER SRS 5
BENHDH B,
FRAR A HMECERZE®RT | AFRTINS D
FILI—) BT ENDHBOT, | HIED PRI H
BWET 2% SEEIC | ERICK S,
BE535Z L,
AN (= B MEERPEET | AFIE R8I U2E
LA B S#dHE| 5ZEDHDB BEWERZH LT
TuEsYTF WwabIEds, KX
& I UEE RIS
W, fERBPERT
BT EICkB,
e S FEERAPHEBRT 2 | RFIRTI NS O
ZEDH B, ROBEERICE 5,
TyZROIA AR OMAFBREDS L | AFOFERHER
[16.7.1518] FU. ERAPHEM®T | THSHCYP3A4%MH
LBENDHZHDT., | ET S0, OV

TJUV—=TT7N="
Jai—2R
[16.7.2218]

BEz o7,
MBI CTHETY
B LHEIRS T
&,

U7 Iy ANEAST
BAEEMESH B, T
Yy2uTAL I ED
PERIC K D AREF D
AUCH2.71%. Cmax
24BN L7z &
DOHENH 5,

AR OFERH#ER
TH5CYP3A4%H
EF B0, FOY
V75U AT
LAEEMEN D B, 7
L—=—770L =
Va—RAEDHHIC
O ARADAUC,
Cmax .85 128N

LIz OW|EDP DB S,

CYP3A4[HEER % KEOFERBBEE
BY A T»H5CYP3A4%H
rsyzavA EF 50, O
v VT 5y ANEDT
TraRARY v DHBEENH B,
INVFTEL %
CYP3A4FEEERA % | AR O MAEESK | RAlo FEREBESR
BY 5 HH| TU. FADEE T | ThHCYP3A4ZFH
S = N HBENDH S, Hyr-0, O
AINTELE V7o ANEMT
NLEY = VEEH SATREEN B B o
ECEEN

V77 rETY

&

11. BIfEFA

ROBIERADPH5DONBENHZHDT, BEE+7IC
TV, BEPRD SNBEIC3REGeHhiET 5% 8
P MEZTS Lo
11.1 EXEIER
11.1.1 BEMAEIREE (5%AKH)
EEHIR, WMEOFRA. BENREE. SR, MEOE
. BTEPREBL. ZRIFISREFERDPALND
HBaEld. #E5ePlEL. FRdl KkofeEFEosaE
BELHICHRAE LT & AERIERICIT,
HIMIROEMPL MFECKD LR B HSND Z EHEL,
/oy IATUEVREHD BREOETHAONS
LENDB. B, BENPFREL. BHEEE. FRA
B, PEBRENL. BUKIEIR, SHEBEEACBITL. 5L

CT5ZEnHE, (9.1.65H]
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1112 BREIZAFRIT (5%KiH)

EBHEEICLY., OFMEOREEESH T H5bND
ZENHBEDT. TOKIIERDD S bNIFEIE
WEXETIEZ2ZET L, B, BEDIEBLE
RO THEFDH B,

1113 FERA LR (BEERE)

BERE (BMAER. B0 - IEH. L WER. B
DD 2 WVIFHE R OCBNBEI O S - HEEORER)
ERL. BBEEA LY RICBITTAIEDNHLHDT,
BERESD SbNBEICE, HE52HikT 5k E
Y RMBZITH & [15.2.15H]

11.1.4 HFRBIVE Y FES D DHEIREE (SIADH) (BEEAR

BH)
K M) T AME. KFFEEME. REF MY 7 LHE
HMEOEIM, BER. B, BBEES2E RAR
RIVE Y AREETUMERRE (SIADH) »dbobhd
ZEBBHB, COEIBBERICEREEFIEL. KD
BEROHIRESEY 2 LB ZT> 2 &,

11.1.5 t&ERRIARAE (BHAEAHA)

R, B, CKLER., MARORPIAZae
vV ERENRD SNGEEICIEREERPIEL., B4
WEBZITHZ &, T, BMHRBMRIEIC X 2 At Sk
EOREIERT H &,

11.1.6 SEFERIERGE. BIMEREA (W h s EEARE)

11.1.7 FHEEARIE. JFREPRRIRIIARAE (VL9 N SEEREA)
FHEERE. BIRMES O MRERESREShTY
20T, BE2+SITV, BYn, K. WEOE
B, BESSROONLGAICE, BE2FRILET SR
EHEYEMBEITH 2 L. [9.1.781]

11.1.8 FHEREEE (BEERHH)

AST. ALT. v-GTP. ALP, YUY LE V&) LR %
PES FFHEEEEDN D 5bN B Z XD 5,

11.1.9 SME. BRFEET F7Y R—Y R, BRFESE
(W N HEEEREA)
BIESERROEL D Sbh. BREES F 7
F—Y 2, BREHEEBRICELZEDPDH S, B, 2
. ZR, HREOEROFERICEET S EEBIT,
MEEORE ZTD 5 E+ 75 BELZITH. BESR
HonGEIcE, &E52HRIEL, 122 VEIFIO
BEZ0#ETZMEEITH> 2 &, (8.4, 9.1.55M]

11.2 ZDthDEI{EA

5% 1 5%K:1ii R BR EE2)

HBEEE B WL T

TEBRER MEET. Bz
ME. MEES, D
BRER (QTHE
DER. THROEA
&) IR, FRARS
TERR, DEMEHIS
I, EEEHSIR
fE. BIRE. DIABUE
/IR <5 ¢l; 2N

SRS
FEPRED

IS—F Y UREMR
BOGIR¥E. fom
Wl MEEe%Z. &
By, EERE. &
TREE. REARE
%) (33.5%).
ThYO7 (B
TEE) (24.7%) .
VAFATVT (1
BRE, BTRE
EF, OREES - MUk
FOAMEES
%) (12.9%). ¥
A= 7 (R
M. BHE - W
5H - FEER OO MR
ARER LERFE/E. 1%
B RIEE)

5%LL k- 5%A it S B R BRE2)

;i AST. ALT. v-|HEWilF
GTP. LDH. ALP.
ey Lerobkg,
JFHRER &

AR EikRE. B, E | ROwE
B

HLER M. BHRAR. |MEE. BHUTE. T
B M. LR, B
A BARER, EE

i, OER

o
&
T8
§&

S apll a5 ER | ARRE. LS
(21.3%) W, BREEE. i

L%, FHERE

WBFRER PERRMEE. FREA. PR

REE, BHIR

iR | NI (19.6%) . |MAERFAEOE(L. | K BHE. B
R (12.4%) . | @sE#. Bms, i) 2
N - BIRE - 5| 2>, K - LI,

R oFv - | =8, HEER, B
55O F, HE - |REE. THRE.
SR, BE 28, BREN. N

WERE., BRE B
WpEE. BEERE L
UnE, SFERE.
2, TR, Bl
M B IMERIENN ., 47 Bk
Bhn, [ mERED .
U 2SEREA . AR
BRI, &, AR
B, NEFoe
YA, AT Y
Uy MR, MR
BN, m/ARED
BEAN) OSBRI
B, B, Bt | 3T, HEA, (AHEE | ZE. K
VAl m. REREAS. KB BE.
. R, BERR. [ FERR. M
Bk, Bdm. 2 | EET. &
B, PHENEIE. BN | &8 R %
. R ARIR . | B OE B %%
CKES. vU 7 | WU

Y FEF, Mz
LAFuE— IR,
meA >Ry >k
F.OIp) g E
m. oMo kR
BUN_E&. BUNH
AL mHEEAR
N L5 R Ry VN o
LN P DRV -
N 1125 NV RV
WA RPEAG
., Rfvaovy v
Btk REERTE. R

Z Dt

B

EL) FERP D 5 bNIZHEITIEBEICE U TRE X SN —F 2V
OGS, WULNBZITH>Z L,

¥2) HERBEICIET O ) VRETRNEIEE D4 TRD 51 7zFl
Rz &L,

14. BRALDZER

14.1 FHRMFEOIER

1411 FAOTRIZBEBOLE 2R TP < BHEROE
2HEIRRKREICLVERSNTVS 0. BRICIR
92 E5HEET S &, [16.1.25]

14.1.2 PTPEEOEAIZPTPY — oMY L TRAT %
FOHEITHI L, PTPY—FORKICEKD . BEOHE
IS REREATIA L, EITI3ErfLe B I U THER
MREFEOEERAHEZHRET S END 5.
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15. ZOfthDER

15.1 ERARBERICED 5%

15.1.1 AFNC X B8P REANHOZRIEFREENTL
%o

% 15.1.2 SLE TEE S N7z SRR AMERE 2 R & L2170

RRBRICHE VT, FEOEEHIREMREREHIE S
T RBEERERB L THRERPL6~ 1.7EED»P -2
EOWMEN DB, uB. AEIE OBEFEEITOWTIIHR
FehTtss9. HETIEEWL, /2. SETOEE
AEICBWT, EEBRBMRED EERUE R
EREICFEERD LRICEET 5 L OBENH 5,

15.2 FERRAREABRICE D < 1B3R

15.2.1 E1ERE (( X) THIMERAP RO shizizd, 1o
EHNCHE DL hE. BHE. NMESSIC X 2 EHER
EAREWLT BATEEED H . [11.1.350H]

1522 -8 (w7 A, v b) KI0GEBROKS Lz
BAREERBICBLT, v 72 (Img/kg/HM L) T
FURES. FEMAES. Sy b (Img/kg/H) TR
EEOREEED LAPRD N, TNOSDFATR
2. FuS7FUICEELEZELT. FoEET
E<HSENTWS,

16. ZEYENE

16.1 MoRE

16.1.1 BORS (ZEEHRS)

(R ASH, ZEMEREEREO®RS) D

BE& Tmax Crmax t12 AUC]ast

(mg) (hr)® (ng/mL)P) (hr)b (ng * hr/mL)D
4 1.5(1-3) | 0.14£0.04 | 10.7£9.4 | 0.91+0.34
8 1.5(0.5-2) | 0.45+0.22 | 12.0+4.4 | 2.82+1.38
12 1.5(1-3) | 0.76+£0.44 | 16.2+4.9 | 6.34+6.34

a) WRfE (BIME-FoAfE)
b) Pl + iR

16.1.2 BOES (R&IRS)
BRBEREORSIZE T 5 CnaxX FAUCe- 121 22
R 5 EHB LT, 2N EN2.68E K U2.6915 LA L
foo Tl BBREBER O Tmax & O & K H
(MRT) &, ZERREICHRTHERICER L2,
HABEEEH (kel) CZEROONLEH» o722,
[14.1.1%H#]

(R AL26], 2mg® & BEEO#E)

Tmax Crax AUCo-12 MRT kel
BRI (hr) (ng/mL) |(ng-hr/mL)|  (hr) (I/hr)

ZefgR | 1.8+0.2 |0.06+0.01]0.36+0.05(7.19£0.360.16+0.010
ot 3.8%£0.5 [0.14£0.02|0.83£0.11{9.63+£1.17|0.15£0.014
(CEHfE + i8R 2)

16.1.3 RERS (BEERS)
(ERFAALOBI. 1[E2mg® 1 H2ME (8 - 4 &%) 10HEK
EREORS) 3

Tmax Cmax t12 AUCOJZ
(hr)@ (ng/mL)b (hr)b (ng + hr/mL)D
2(2-2) 0.57%+0.19 67.9+£27.6 3.22+1.10

a) hRfE (FIME-RATE)
b) FHME R E

16.1.4 £YZFHEISEEER

(FOr>tyUrEEsmg [YD])

Jus vty r$E8mg [YD] &ut -t EE8mg%: 7 0
AF ==LV ZFhEhlsE (FTurry &l
T8mg). EERAST30% IR EREO#KS LTI
S RE(LABEZRIE Lz, Boh-EyEE s
A —% (AUC. Cmax) IZ2WT0WBISHEX I THE
FHENT & 1T - 7245, log (0.80) ~log (1.25) i
ENTH . WRIOEYENFESEESER SNz,

HEINT A —F BEINT A =%
AUCo.48 Cmax Tmax t1/2
(pg - hr/mL) | (pg/mL) (hr) (hr)
Jarrtey v 3189.1 437.8
+ +
#£8mg YD/ +2096.4 +262.2 1.5£0.6 1154£3.0
3554.9 480.0
Nz + +
ot v §E8mg 425436 +318.6 1.6£0.8 |14.4+3.8

(PifE £ Z2¥ERZE. n=30)

(pg/mL)
700 r
00| —— 70+t VEE8mgYD]
a>t8ES
500 : e

(PafE - FHERZE. n=30)

8400t

# 300 f

B 00t

100 1
o] SN - e
01234 6 8 12 24 48

BE&RER (hr)

M ERELCICAUC, CnaxHD/8T7 X —F1&, HEE OBIR, ERORE
HX[EIE - RS ORBSMIC K > TR B AREEN D 2.

16.2 ORIY

16.2.1 IRURER
84%° (Z v )

16.3 9%

16.3.1 MEEBRSE
99.7%LIEO (in vitro. & b, 10ng/mL~2u
g/mL. FHEBEE)

16.4 {35

16.4.1 EIXHED
N-BLTF UKD (in vivo BHEEMY:  RE(MED1/
4.4~1/25)
7.8MDEKBILER DTN S D F IV T a v EEtas ks
B TIE. F& U TREILERON-FLT F AEDFED
5N (Tv . A X, ),

16.4.2 (XBEHRIE
Tarrtyrid. ¥RS Y UVBON-RIFIUERD
N-FFT N, r7uxtr7¥  BoOB{b. Zhick<
HERIEDH B WVIFERT Y VBORMBE R EIREI R H
Eh510,

16.4.3 (HiEER
Jur ot ik, FELTCYPIAATREIE NS &
Zz2 6051 (in vitro). [10.2H]

16.5 HEittt

16.5.1 HEH#IREE
FRA R O3 H12)

16.5.2 HEt=ER
BERA6HICI4C-TaF >t v Amg % H A2
BEOERE L& &, RPRVCEFERICIE. Zheh
B ERSHER OKI59% K UHI30% Rt s iz, R
ICREFEED S NT, EREWE LTHEED 7
V70 EASEDPIEE Lz, . BEDIIRE
bk PE (EEPHRHEEDS%ART) RDHN
72812 (SAEANT—4 ),

[454A010




16.7 ZYHEE(ER
16.7.1 TUROY A ¥ VHABDOEYMENE
(ERRELAL2B1IC 71 ) > & ) > 2mg® 2 #iAkkE) 1919
[10.228]

Tmax Chmnax ti2 AUClast

(hr)? | (ng/mL)® (hr)® (ng - hr/mL)b)
BB SR | 2(1-3) | 0.26£0.11 | 14.9+85 | 1.94%+1.03
PSR | 3(2-3) | 0.63£0.24 | 27.0£11.0 | 4.93+1.65

a) RME (B ME-FKfE)

b) FHfE R Rz

c) 7urrty yEE7THHLVBRERHECTCIY Au~v A Ty
1,200mg/H (34) 2#REFO/S L. TuF oy Y EERE
IV 2AuvA ¥ 300mgE A

16.7.2 L—F7Ib—Y I 1 — A EFOTENRE
(BERERAL2GIC 70 > Y v 2mgD 2 RKES) 149159
[10.22 ]

Tmax Cmax t12 AUClast

(hr)@ (ng/mL)b) (hr)P (ng + hr/mL)D
B 5. 8F 2(1-3) ]0.22+0.13|12.3£11.7| 1.73£0.96
PR GRS | 2.5(1-6) |0.39+£0.25| 15.7+8.7 | 3.17x1.71

a) RfE (FR/IME-FRAMHE)

b) FHfE e R

c) 7utr i) EE560FHRUEERICTL—TTIN—Y V21—
200mL # {8

16.7.3 & b33V — LRI OEYIENHE
(BEERA L2l 7 a2V »2.5mgH 28 gks (4t
EATF—%)) 101D [10.15H]

Tmax Cmax t12 AUClast

(hr)@ (ng/mL)b) (hr)p | (ng * hr/mL)D
B S 3(1-5) |0.32%£0.13 | 20.9+9.0 | 2.60+1.39
PER#R GO | 4.3(2-5) | 4.22+£2.05 | 18.2+5.5 | 45.17+22.82

a) ki (FIME-RAIE)

b) FHfE R RE

c) 7utrt ) YEBRETHALVRSHEHE TS b3F Y —)L400mg
/BRERO#KE

16.8 Z0fth

(IOoFrEYvEE2mg [YD])
7atrty yiE2mg [YD] & [&ENPELSEOEKH
Al DL ESEHERBR T B 54 > (FR24E2H29H
HEFERHK02295E108) ] IcEDIE, Jurr k) Vg
8mg [YD] ZfEHEMAE Liz & &, IEHZBEICE S E4Y
FRICAFEE AR SNIZI®,

(I'OF>tYvigamg [YD])
Jut vy vEEdmg [YD] & [&EA RS 2ROk
AlOEMEESERBE T 8 T4 > (FR24E2H29H
HAEFEHK02295E108)] KEDE, Jurrt) Vg
8mg [YD] ZFHERMAE L& &, IEHZEFICE D24
EHICAFE L ARSI NIz,

) AROERRSNIZFE - AR BRAIXLH8~24mg# 2[5 3

TEREORETH S,

17. ERIREGAR

17.1 BIERUREMICET R

17.1.1 EASEMAEERER (BA)
RARERFERE (15K LE) 26RICY ARY K
VERNBEE L ZEEREBEHBR K URARE LR
FERE (16:RELE) 2WRIINTRY F—)L 2 sk
LU _EHERLBRBEEE L, Tur kY v
(8~24mg) IS (U 2RV K2 2~6mgid
NERY F—)L4~12mg) E1H2ENC3 T THER
ROS &BICSEBRO®RS L. BE&STHIERTOR
% - BEMERFERE (Positive and Negative
Syndrome Scale ; PANSS) O&& A2 a7 E{LE.
WERROFHIHBRESRBIBIROEBY THo72. &
B, YARY P e B ERTIZPANSS&EI R o

TEE (FBE-7). HNaRY F—)L & o i
TIRHER (4=10%) Z2EWEEEFMERE LT
Juar by r EXBREE OIELMEEMEE L 7z,

YZARY R ED NaY R=LED
HBHER Hg2) 2
7oFve)y [ YARY RY | Tatve)y | haR) F-L
PANSS&ET N N N .
a7 zspge | 111173 |-115£17.4|-10.0+184) -7.8+18.2
(G (156) (144) (114) (111)
FEHEDZED
95% (2 HE X FE -4.40~3.48 -2.61~7.00
WER
(rhespr ks 51.0% 56.6% 61.2% 51.3%
NSV % (79/155) | (81/143) | (74/121) | (60/117)
FPAi12)
FEHEDZED
5% (=X -5.7~16.9 2.7~22.4
T1EESR | 163mg | 40mg | 158mg | 8.Img

a) P R

Y AR Ry EDREREBT, Tur vy ViRER
ORIWERAFIRRIZ4.9% (148/156%1). E=EIEM
mhra s s F oM (45.5%) . EEEE
(35.9%). AHEEE (35.3%). #R¥ (30.8%). 77
VYT (28.8%) HTH o7 NERY R—LEDH
BRBT, TuFrrt) UEBRESEHROBIERERERIZ
82.2% (106/129f1). FBIEMIZIRE (27.9%).
THYDT (25.6%) HTH -7,
17.1.2 EARBIESHER (BA)

RN ERFESRE (16LE) Z2xRic, BEEDT
HEERREB D O Mk L - BHIR SR (1), SIHEE
KB e L TEH#HRERR (2) RUEHKSHR
(3) DIFHEEZEM LTz, FRBICBIT HHEBROHE
B, RO OWRBR R HRSBIZRD &

BOTHh-o
EWRS | BORS | BHIRS
He ()Y #Er (2) 0| 3B (3) ©
- 39% | 246% | 246%
(2/51) | (15/61) | (79/321)
dp g . 759% | 75.0% 51.9%
(hmmas | OB | (22/20) | (36/48) | (137/264)
ORI/ 1 706% | 868% | 555%
e |22 7S0RE | 15017) | (33/38) | (86/155)
e 604% | 683% | 48.1%
TRFVRS | 20/48) | (41/60) | (153/318)
P RA&IHBRS R 14.4mg | 12.8mg 13.0mg

a) AAFHURERREOUER
(ATBRFUEREL LoBE (RERSHER (1) 1161, (2) 4
Bl (3) 36 ZREICET)

b) 1H2EREOHRES., #GHH B0 TEERRBHEZ &06 7 A
DL E142 7 AR

c) 1H2EREOHRE. HR5HIH : 26~ 5638MH

B ERER (1) OBIERAREBRIZ65.4% (34/52
). FaMERR 7 TT (28.8%) AHRIE
(25.0%). #&¥ (15.4%). FEE2 (13.5%).
R (13.5%). #HiEEEE (11.5%). E# (11.5%).
8 (11.5%) ETHh -7, REHRSHR (2) 0F
TEFFEBREILT72.1% (44/6161). FELAWERIET A
Y7 (32.8%). MHFSaT 7 F M (29.5%).
RE (21.3%). AERE (18.0%). AR (14.8%).
08 (14.8%). E#HEE (13.1%) EThH-o7. R
B 5RE (3) OEIERAREIRIL68.5% (220/321
Bl) . EoBERGLHTaZ 2 F 2 8Em (19.9%).
AERAE (17.1%). 7hH> Y7 (16.8%). R

(15.9%). {Ef (12.8%). 1HEE (11.5%) FTH->
7-23)~27),
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18. FENFIE
18.1 fERKRF

In vitro 2BFHEERBICBWT, Jurrty ik
FRIVDREMRY 777 31— (D2, D3) Rt
b= V5-HTaZAMMIIN L THEMEZR L., i
BELTERALZ, FEREMTHAN-ILLFILAED
KRR VDoZBMAEY T 773 — (D2y D3) RUET
F =V 5-HTaZAMFIIN L TEMEZR UMD, RIS
IVUDBRBEANOBNEIZTaF ) Y OK1/10T
Holro N-RZFIURIZET b=V 5-HT20ZBE KO
5-HTeZAMFKIIR L THHMAEIRD 5N, .
Jarr ) 7 RLFYral. BA¥ I VHIL A
AN YMIROMZBOZARICN L TEERHTHS N
NI VDRBHEY T 773U — (Day D3) RUET b
= V5-HToaZ BERAN OB I LR TEW B 2R
L. N-RZFUESB 7 FLFY > ar. BRI VHI
LAAY MIZEOZEMRIIHT 2HAETED, >

7-28)~31)

18.2 FIE{EH

BEBRICBV T, ROFEEEAFREOSN TV,

RO ED® %\ 3EDso(mg/kg) o
(BWE. BEEE) | Jorotwyy | noRY -l "
55 1A [l 3 S 400 1)
1
HE#528) (5w | EDso:0.55 | EDso:0.62 | ik % %h
[N {m)) SR
RE#E28 (T v itz U itz L
[N = Jm))
I RS S > LR
51 B EEE BticE 5 <
ED:03~3 | ED:1.3 |#&%#RE
Z oW EH32) DFIET 5
(5 b, £0) nET T
UADOVER
AT IHIY AN 77
FREAMEAMEEE FHiIcEOL
FREAEEOWE ED:1 — WA KR E
fER32) (T v b, DHEEETT
EIRA) ILADVEH
Xy TH IV
- N F5 M RE R 22
F R E D) LI H . .
RS (59 b EDso : 0.446 | EDsp : 0.287 i{’?ﬁ% ¥
#%0) -
A " s
FHZS) (7"7}‘ % . O =] H
st
)
7TRELE ZHER .
Eu%ﬂl‘ﬁ%ﬂ&
VAN S ! L A . -
% o s (e 28| ED103~3 | ED:1.3 ;mﬁﬁmﬁ
(7w b, £0) -
hy LTy —EiL 20 8 A
PEF28 (5w .| EDso:16.4 | EDso:5.63 |4 % % E1E
#EO) HoTEE
SKF38393 ## R oy
W OEEB R | 0mg/kg/day | Lo ﬁgﬁgﬁ
F28) (v b, #| TIER%AZL : o
I:l) ﬁﬁ@?E*fr

ED : {RRIFIE. EDso : 50%(E M i
19. BHIAICR T SIELFHHR

7u >+ > (Blonanserin)

2-(4-Ethyl-1-piperazinyl)-4-(4-
fluorophenyl)-5,6,7,8,9,10-
hexahydrocycloocta[b ]pyridine

—fREBIR
t % #&:

D B

?
?

D P

: C23H30FN3
1 367.50

T R BBROEEEDOHRTH 5.
FEBR(100)ICVEIT R < AF ) —LXiZ
I8 )= (99.5)ICRREIFIT < KT
BEAEBET B0,

fLZEE

N, N
N
P

22. @
(FOF VU viE2mg [YD])
1008 [10%E (PTP) x10]
(FOFvtU vikamg [YD])
1008 [108E (PTP) x10]
10008 (79 2AF v 7R2R)
(FOoFrrEvYUrEEsmg YD)
1008 [108E (PTP) x10]
10008t (75 2F v 7 588)

23.
1)

2)
3)

4)
5)

6)
7)
8)
9)

10)

FEEK

BAEMAIPKEE: (BE) (ot 8E/8 : 20085F1H
25HAR. HFEERMTE2.7.2.2)

REOHEOHET (-t U 8E/8 - 200851 H25H %
. HEEERE2.7.6.9)

BRBAIPKRE: () (urt o 8E/8 : 2008418
25HAF. HEERME2.7.2.2)

(W) IR NE R - EYZORSERER (588mg)
MR (Tt o 88/8: 200841 H25H &R, HEER
WE2.6.4.3)

v MEARR AW vitro R (0t g/
20081 H25H&F. HiEERMEE2.7.2.2)

In vivo i (9t U 8E/80: 200841 H25H &R
FEEERME2.6.2.2)

b oM, RBEIUCEFORBIHE (-t i/
#7 1 200851 H25H&GE. HEEERMIE2.7.2.2)

R# (Tt 8E/8 : 200841 A25H &R, HEER
152.6.4.5)

R#HERE (0t 8E/80: 20084FE1 H25H &R, HEE
BERME2.7.2.2)

v MRECYPORE (Tt /& - 20084E1H25H
AR, HEERE2.7.2.2)
lACHER A Z FW - ANS V2R (ot o 8E/8:
20081 H25H %GR, HEERMNE2.7.2.2)

AR fth - EERAEHEEIE. 2008 5 11 : 891-899
HEYIMEMER (0)t o 8E/8 : 200841 A25H &R
R R E2.7.2.2)

WAL b RS 2008 5 11 : 901-909
FRaFy—ILEOEYMEEERRER (0rt /8
200841 H25H %30, HFEERMTE2.7.2.2)
FhaFV—LEOEYMEEER (ot Ui/
20081 H25H %D, HEERMTE2.7.6.13)

(BRI EEANER | EVMZORSERER (582mg)

(R B AR - AN RIS TR (584mg)
AR EAE T, 2008 5 11 1 297-314
FHIEHR @ B ARG T, 2007 5 10 : 2059-2079
BIAHRE (HhaXY) F—)L) (gt U 8E/8 0 20084
1H25HZ&R. HERRMIE2.7.6.15)

FHBYEHR © AR MEETE, 2007 5 10 : 2241-2257
ARTHRIE : ARG MEERE, 2008 ; 11 : 135-153
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25) BHiHRGHE (1) (urtU8E/# : 2008F1 H25H%&
. FFEERNE2.7.6.20)

26) EMRERE (2) (ot o8/ 20081 H25H %
. HEERME2.7.6.21)

27) EH#SHE (3) (aFto8E/80: 20081 H25H %
A HEERMNE2.7.6.22)

28) RHERR fth : BERREASEIE. 2007 ; 10 : 1263-1272

29) K83 VDy. D3kt b= V5-HToaAZAEICHT 2
egfER R OHEHER (o>t > 7—7:2019%6H18
H&ZR, HFEERMNE2.6.2.2)

30) LARHY UM3RBEANOEEBNE (vFr7—7!

20194E6 H 18H &R, HEERINE2.6.2.2)

In vitro Bk (0>t U 8E/8 : 200841 H25H&EE.

RN EE2.6.2.2)

32) Noda, Y. et al. :J. Pharmacol. Exp. Ther. 1993 ;
265 : 745-751

33) A¥ U7 x4 I UEFHKEHBRZICNT SWHIER (o)
tU8E/B 20081 H25H &R, HEERME
2.6.2.2)

24. XHREERERUBEVEDESE
MASHBEE BEFHEKE
EILREILHREPITHE3697H M8 S

B8, 0120-647-734

26. BhEERSTEES
26.1 BHEIRSETT
'// e FHER

ERELMEHIIMSE3697&E MBS

31

NI
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