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RANDORZEAARDOHRMBIIREGERBDOLY AR TH > 7z GGk
DF—4), 1

16.5.2 SAEINFHE A LERF ICUCEHRy TF 7 2ROKE L
LA, REOEFNOHSHEHERIZ TN TN G EDT2. 85K T
20.25 Ch o7z, Tl REPRFEEITED D REAEDOEIGIILIAR
WThok GEAIEGKOTF—%),12

16.6 HEDEREZFTHEE

16.6. 1 FFikpelE=EEE
I RERE ERE (7 IV I —)VIERFEZE) 17 TF 7 E > 25mgZ Bh
WOBELEEZA, 7V ITF 7 E 2 DOCmaxk CRAUCInfI i@ FEAL A
FOHE< L5, tipddBRERALD BEN>Z (1. 8f%)
HEANT—%) GEFESHEOT—4).19 [7.1, 9. 35H]

%5 HAE AR REREERFIC Y TF 7 ¥ 2 25mga A G Ui & & O3y BhHE/ S >

X3 HEWBHENT A—F A—%
HEINT A—F BENTA—F P Cmax Tmax AUCinf ti/2 CL/F
o a) / .
AUCo1mn Crmax Tonax e (ng/mL) (h) (g +h/mL) (h) (L/h)
(ng + h/mL) (ng/mL) (h) (h) fFieEREmE| 78.5+14.4 | 1.0(0.5-1.5) | 0.386%0.077 [5.5£1.0]79.4+10.7

JIFTE §E%mg [h—="7) | 181.7+59.0 | 75.67+32.75 | 1.00+0. 44 |3.00=+0. 32

fFERR A | 53.0+ 3.5 |1.25(0.6-3.0) | 0.248+0.020 |3.140.2 105+8

o2 T)V25mgdi 173.6+£54.9 | 74.86%31.49 |0.84%0.30|3.05%0. 45

CPEfE +IEHERE, n=24)
M3 R EENE TNTAUC, Cmax5 D/N T A—F 13, BlEE ORI, Kk ERIUAI%L -
RS DB AR 1T L > TRIR D WHEMA B 5

a) HHULE (EPE) CEEE + RS, n=28)
16.6.2 =R
EEIFICB T METREIFEEREI D OESHEBL. SmED
AUCo-12n CF#92. 59 11 g - h/mDL) 13 FE S i #F CGE1. 69 g - h/mL) O
FILSETH o1 [7.2, 9.8, 16.1. 1BH-]



16.7 EYHEEIER

16.7.1 Zx =4 > (CYPAFEER))
AEANCBTFZT7 22 b AR ESHICBENT, JIZFTEZD
BOZ U7 S5 ADKIBEITEM L, Cmaxf FAUCIEZNZ466% %
U8O%ME F L 7=.19 [10. 2]

16.7.2 & kaFV —JL (CYP3ADIEL\BRAEH)
SHENIHRNCYP3AALERITH 54 oy —)L RO - EAA
#7E) ZHRAEGLZEE. VIF7E > OCmaxk VAUCITZFNZE
N 503, 3565 K U6, 2265 TdH > 72,19 [10. 28 HR]

16.8 ZDfth
(OIF7EVEEIOMg [h—T1. JIFF7E§E200mg [b—71)
JIFTEHI0mEg Th—7) RO TF7E > 5200mg H—
T VIFTEEE2Smg [b—7) 2EERKELEZEE, B
HIZEEh RS S S . A FIC RS E BRI Nz Y

17. ERERAIE

17.1 B RORESMCET 558

17.1.1 ERNSEIHAETREEAR (\axY K—))
HAEFPERELIZGREL T IF 7 E S OEMIE R LR
DNWTNARY R—)L & MIBIC L iR —EEREgR R T2, %
SHAENI8E & Uiz, TR, Rkl E a2 s UzkE R
JIFT7E LSS 1% (37/9761). NERY R—)L#E25. 8% (24/9361)
THO., RS GESH) LNz, BHERORBRRII TF7
V67 0% (67/1004), NTORY R—)LRE82.5% (80/97f) TH V.
JIFTEARGHTEEICE N7 p=0.014), VITFTE &5
BEICBUT 2 LRIEAE. RERAE216] (21, 0%). EER19%] (19. 0%).
PEEEISE (15.0%) . FHGBECEL14E (14.0%) . IRER12( (12.0%).
221061 (10.0%). #ESTAEL0H] (10.0%) TdHo7=.10

17.1.2 ENSEIH_EEREEHR (EY753)
MAEFIEREIBIF 2R EL T TF 7 E S OEME R R ETEC
DNWTEY T T U aRRIC LR mEERILERETo 2. &5
JIRNE8E & Lz, ZORER, Rk eMuEE 2R s LzgERIZY
IF7E RE37. 2% (32/8661). &Y T I #E28.8% (23/80) Tdh
0. R GESME) AMEEINE, BERORBRRIV IFTE S
BE61. 1% (55/90f1). EH 75 I 2HS8L 1% (73/9061) THv. 7/ TF
TE ARG TARIEN 572 0=0.004)., 7 ITF7EZEGRIZH
OB EREERIL. fRORBOE2261 (24. 4%) . ARHAEL9H] (21.1%).
RE17H] (18.9%) . ®»EWILE (12.2%) . IREEK106] (11.1%). BE&
1061 (11.1%). #EIEL0F] (11.1%). 7 H 2796 (10.0%) THo
71—:017)

17.1.3 EREE DHE—mREERRER
OPUSHIRERICBWTEMREZ RS LMo GRERYIE Haks
SERFR2ME MG E L. AEROREEERNT S EE2HNEL
Sk A— 7 iR Ef L 2. REHNESEE Uiz, T OFEE,
R ERSEE R R & Utk B 41340. 9% (9/2261) TH-o 7. EIE
FADFBERIZ46. 9% (15/3261]) TdH oo FRBNWEMIL. RHRIESHI

(25.0%) . MRGEBURETE (21.9%) . AZe56 (15.6%) . HEHE3H]
9.4%) THo7=.1®

18. EEINEIE

18.1 fER#RF
JIFTEOEBLENEMIIRNI D DeZRERICEL TRO R
S5-HToaZ AR T 2 HMMEAE N & RO~ OZ KI5
LTHEHMEND D ZETHD, ZNENEIRICBITDERICHEEL
TW3HDEEZLNTNDS

18.2 ZRGHMNM
T MR E OB T, RXS DR UDZAAK, tOo b=
5-HT1 e O5-HTY 2 5k, EAY I DHIZAE. 7 RLFU > alfr
QRIS UTEMMEZR UM AN DZRERUOR D
TYE SRR L TRFEA R ZRI N>/, /20 K
JN2 D AR LT, O b2 O 5-HTSZ AT T 2 B
B 7= (in vitro) .19

18.3 RO RU+EO M= U ZREENIER
RN DEFERO Y REN ERICXOFEFELETEH (U AL OBE
K, R AD K UKD EE) &R ONEKES) Nt o b= EE)EE
OF NP THFELZAE (Tv NEIRDES) 2. FHEKEFENICH
fﬁ'] L7 19), 20)

18. 4 SEEIEERICH T D1ER

18.4.1 & FTOERA
MO RTHEREZNRE LN T 5 bR EEm IR
BT, MEASNBEEORIMEEICL. TR ESHEOMICER
IR B RO IRMD 2,20 22. 29

18.4.2 BWITOIER
FIWZBITZPZX T EEERLRTT Y MBI hY L T2 —#&
EEMIE. NaOXY R—=)LZEXTEEMho7z, Ty NTOERERS
RURLER Tl R I U B 2 ) Uy SERIMEER & o R
RN E XN D BEHRAARITH L QIERZ RS o 72,19

18.5 MiEF 7 OS5 v F 1T 2ER

18.5.1 & N TOER
MOEFPERZEZNRE LN O T T wRxiE Gt
BWT, OS50 FEEIL. 7o RBREHEOBICERRER
RDISIND oo 202029

18.5.2 EMITOIER
Zvw MZBWT, i 70o 7 F D EEREIINORY R—)L &R
720, Fiiiis LR ARSI B0 219

19. B¥RSICET5EEZHMA
g
(\N/\/O\/\OH

N\ N\)

S

. Hoc - COH

2

—it  VTF T E ST )VEEE (Quetiapine Fumarate)

{244 : 2-[2- (4-Dibenzo [b, £] [1, 4] thiazepin-11-ylpiperazin-1-yl)
ethoxy] ethanol hemifumarate

7T 0 (CaHasN302S) 2 + C4HiO4

7 FiE : 883.09

R ABDOMETH D, AY J—INZRRRTIT <. KX
I =)V (99.5) IZIEFIZ< W,

22. A%
(OIFT7E g5 mg Th—71)
100 [10$EX10 : PTP]
5008 [10%#X50 : PTP]
50088 [/\NF]
(OIFT7E$E100mg [b—71)
1008 [10%E <10 : PTP]
5008 [10%EX50 : PTP]
5008 [N ]
(OITF7E$E200mg Th—71)
100 [108£X10 : PTP]
3008 [)\NF]
(OITF7EARRIS0% Th—71)
100g UNT. ®EAIAD]
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