#% Q0242 ARET (B52hK)
* 20238 AMET (BE1R)
B L EERE
BE30HAR - 34

HAFERM O EES

871179
ARES HR7epAta
#£25mg 22500AMX01268000 19965 7H
#£50mg 22500AMX01269000 199657 H

F7 U REF

gxzrs F 7 U NIGESIGEE

WHEEERD

F 77U R$225mglJG]
F 77U R§E50mgJG]

Tiapride Hydrochloride Tablets

F) FE—EMSEOATBICLVERTLE

2.2 (ROBEBIICIFBELEVT L)
Tas s F oD TREEE (TussF ) —<) OF
Z HERIVERICED TS 7 F U 5WPMEE L., RkE
REESEEZBENDH 5. ]

3. #EARE - MR
3.1 AR
HR7E 4 F7 7)) R§E25mg [JGl | F#7 7V F§ES50mg ]G
188 18E
B HE 777V NE#EE HfE F77) NE#RE
AR 27.8mg 55.6mg
(F77) K& LT25mg) (F7 71 K& LT50mg)
KA, ERELO—2, ryEQIVTFUS ULk
A Fafy7abltilu—2, A5 7Y VB TR T A,

RIVEZLTEY—=VIITFLT I ) THET— b Y7,
~ 27 aI—)L6000. B{kFv >

3.2 HE DMK

Bx% | 777U F#E25mg [1G] | 77 7Y F§E50mg [JGl
& - AlE HE~MEREEO T 4 VAd—TF 1 V7§t
o G B = @ () =
BE 6.1lmm 7.lmm
KEe B 3.1mm 3.5mm
HE 95mg 148mg
RIEFR F77FIUR 25 ]G F77UER 50 ]G

4. FNEEX (FFHR
O RiEEREBEC ¥ SEBINTA. 15HEE. fHD, BARDNE
O RMIRFRITPRUOUN—F VY ZZXLICHSIRFRIT

6. HERUHE
F7 7)) RELT, BERALR75mg~ 150mg % 3[al1c 53 #4%
#5952, 2B, Fhk, ERICKDBEEEFET 5.
NeF V) Z AL VRAF A YT OBE T, 1H1EL
25mgh 5B 5 2BET A2 ENEE L,

7. BERVARCHET 5ER

(RBELLE)

70 KA, & UTEEA SRS B, BibE T
PET LT3 ERNBEn, EAR (2I1Z1E25mg, 1
H1~20) 7535 2MET 5% CREICRST 52 &, (9.8,
16.6.2 8]

(RABEEAEIE(CHE S BERIYTA. RS, HD. BAEONE)

7.2 AAIORSHRIE. BRDER OCRIERORE 2 E- Lk A
BEBICHRET 295 BE5GETHRARD 5NAVEEITE
B5EHIET 5 L,

8. EEREANEER

8.1HRZ. HFEWV - L6DZXENHLEDLNEZIENHHDT. K
A SO BE I HBEOERSEGREZE LS BROBRIEICHE
HIBRZWEDIIEET S &,

8.2 HIMMEHZBET 5720, OFEANCE D HE, BHE. N
MBS L HIEMHIERZ AL T 5 2 &N H LD TEET 2
&,

I. BENERZFIZHREICHT IR

9.1 GIHE - BMEEZFDH D EE

9.1.1 ERRHMEIRGEEDHDEE
MEETYH 5 HNLT 0,

9.1.2 QTERDH B EE
QTEENET HBZNNH S,

9.1.3 SHHRMRIRX FEH VU D LIMEDSH S EE
QTEEZE I LT 1. [11.1.4 2]

%9.1.4 BB E/NS HY TV A - DRVDHDESE
HLULEM TH B ALY FOFREICL D BB RERIENH
SONT=EDHEDH S,

9.1.5 Bk « REFRIREFZH S FHFNEEDS 5 EE
EMEER (Syndrome malin) A D29V, [11.1.1 &
]

9.2 BREERERE
EWIFRENRHGET 2 B2 NN H 5.

9.5 itiw
TR XASHEIR L C W A ATEEE D & 2 1 ICE, 16E LoF M
DfEftEE LE S E TSN BBEICORBET ST L.

9.6 IZFLIF
BALLWIEXPEE LWL, BYER (T ) CHRITHICE

[16.6.1 k]

[16.3.1 2]

T92ZEMRESN TS,

9.7 INR
NREEWRE LIZBMEROREMZIBIE S U7 iEREHER
EEL Tz,

9.8 HinE

BIVEF GEBIESERSE) ORBUCERT S & mLIMHIE

EPRRT 52BENH 5,

10. 8 E{FH

10.2 HAZER (HAICERTZI L)

[7.1. 16.6.2 1]

Arr7ar5 IR
ALY RE&E
Tx)FT Y rREH
ralsavy %
TFuz ) v REAH
NaRY R— L&

HEERPFER LT
7%

S FR IR - BT WP - febEE T
QTERZE T I & | QTER. DEHEALIR | KHIKRT I 5 DEH
PRGN TV REA | FOEBLEFAZE | QL IFnbQTHE

NnaRY R—)L&% | ZIBZNANDH 5. ERSE2BZNND
Bz, FRICEDE
zhaps: - e aeF SR (val
H%o

NI R REA| N IBRRERF . #EE | KRR U I 5 DA

BRI ERZEE
THz0, HRICED
HFORNI AAERPEL
HobHN%,

R
(DL VAT

HEIAER 285 & &
HIENDH B

ARANIH RS2 AER
=HI B0 fEAD
9 %,




HAIBE BRARIEIR - SEETT % WP - fElEE T
FRAR AR A IS R H | AA RO S 5 DA
NI EY — VEEEE | AEERSE 228 | (SRR e %
ER H5bo BI %,
JERERA
T a—) &b 1T AR (R
AR RzEd %.
11. BIfER

WOBWERDBH S5bNB I ERDHBHD T, BEE DT,
BEDPRD SNTGHICIIREEFIET 572 OB 2 LB %217
5T &,

1.1 EXZEIEA

11.1.1 EMEREE (Syndrome malin)  (0.1%Kii)
WMEFER, WEOMHEAL BN, SRk, MEOXH)., HT
ENPREL. TNICFIESHEHKBDPALNLHEEIEL, BEEZH
1EUL (RISHL, KOWREOLEEEE &b ICHY LB 21T
5T & AREFERICIZ. AMBROEC MECKD LA #
ENBTENEZL, £l STV VREED BHEDET
WHRENDZEND 5,
BB, BASERL. BEEE. PR, BEREN. BOE
Ry BHEBEEAEBITL, HELLAIPRES N TS,
[0.1.5 &#]

11.1.2 &8 (0.1 ~5%Ki)

11.1.3 &8 (0.1 ~5%KIiH)

11.1.4 QTER. [DESEH (Torsades de PointesZ =)
0.1%K)
[0.1.3 &H]

1.2 ZDfttDEIEA

(&

0.1 ~ 5% i 0.1%kif

TEBREE NEEHR. SRR BIPIEETR

ME LS MERT

SERALERIEIR E) | S—F 0V VERERE (R
B AamEl. EEEAD.
T, B8 ATIRES) |
JVAFATT . EiBEE.
g, 7THhYIO7

VAT BERREE

P it ZEEAE.

ARERE

TEER RS R, A% - RN,
MWHO 1TARD. A

TUE

BAER DEV - 5EBDE, B,
B - BHE, B - BR
&, LU, HRREE.

RAEE, BB

HILEE B - B EE - B
AR, BACMR. (EA.

Op%e. A

BHUTE. AR

i ] AST EF. ALT ER. Al-

PL&

WH

TRBE RE, TOER

Z DAl FEH IRFERE. 13T

v, A&l

E) 2O &S RIERD D 5 bNIFEICIE. BEXIIH S —F
UV VRO RAEEY S NEE EBHT &,
FBBAEIL, KRR E COMBKRE X O EHARER SR ICE
SNTWbB,

13. BE#KRS

13.1 fEIR
IN—=F 2 VRERBE OHFINEIER, SBRENHODNSZ
ENDH %

13.2 W&
RENZMEZENT TIEDT A LrRES NN,

14. BRALOER

14.1 FRRMFHOER
PTPEEDFANIPTPY — b A SMO M L CTIRAY % £ 5 EE
THI &, PTPY— FORBMIC KD BV SHAEH BB
FIAL. BICEEFLE B Z U THERARASOEE & A HHE % i
RTHEN DB,

15. ZDftDER

15.2 JFERAREBR (CE D < 53R

15.2.1 8% (Zv 1) OESERCBESERE CFEROBHE
DEfET., o, FERBRTRET TOHMOERZE T &
DHREDH %o

15.2.2 7 v MCEHERRORS LR BICB W, R KR
D30fs (75mg/kg/H) HlEOBRERTARD, 7=, 605
(150mg/kg/H) T REFOBEFESESTRBEICH LS
WEDHEDD S,

15.2.3 BER (VU F) TEREBERBREEOHEMPEOK L
160mg/kg/HTHRES N TS,

16. EMEHRE

16.1 MOUEE

16.1.1 BEES
R AHIICF 7 7)) REE100mg 2 1 EfEIRE L/354a T |
LI DIFITFERICTN S N, MR8 E I 5 2R %
IZ¥—2 (720ng/mL) 1ZE L7248, THIEREA3.91 Bt <l
bLizb,

16.1.2 EMZHIESFHEER

(F7FU REE25mg [JG] )
F7 7 R§E25mg [JG] & 27T~ ) —L§E25mg%. 71X
F=N—FEIC KD ENENLEE (F7 7Y MERBIES LT27.8mg
(F7 7V F&LT25mg) ) RS TFICZEEREEED
Be5 UCHsER T 7 7)) FIEBRERELEE L. 55N/
BT x—% (AUC, Cmax) IZ DWW THEHRITZT o 724
R, WRIOEMEHRSEESHERSNLZY,

(ng/mL)

i 200 ¢ —e— 577 F§E25mg (]G
EI% —o— 7' 5% —)LEE25mg

; 150 | Mean+ S.E., n =12

7

100 |

P

“

i 50

b

= 0 ‘ ‘ ‘ - : -

0 6 12 18 24 30 36
B 5% O (hr)

HENTR—% BE)ISG A —4
AUC. 34 Cmax Tmax
(ng-hr/mL) (ng/mL) (hr)
7}767’ Y REE2SmE | 00074510 | 187.7247.96 | 1.9+0.1
27’7—"”“’”% 1016.1 £25.6 | 186.63£6.76 | 2.0+0.1
5mg

(Mean+S.E., n=12)

MEEFEEI NICAUC, CmaxZn/ST X —F 1%, hEEDR
R R OENE L - RS ORBEMIC K > TER BARE
WH%

(F 77U R§E50mg 1G] )
F7 7)) R§E50mg [JG] &7 5= ) —)LEES0mgz. /1A
F—N—=RIc kD ENEN L §E(F 77 RIEEEE LC55.6mg
(F7 7V FELT50mg) ) BERRASFICEEREERRED
BE LciiEhF 7 7Y FIEBRIEBELEE L. BoNn/EY
BRE/ST X —% (AUC. Cmax) 2D\ THREHRIT 21T > 724
B, WA OEMENRSEESHERSNLD,




(ng,/mL)

m 007 —e— F 77 F§E50mg 1G]
45 N
h —o— 7' 7% Y —)L$E50mg
z 300 ¢ Meant S.E., n =12
A
D200
.
z
B 100
B
’g O L L L -2 L =
0 6 12 18 24 30 36
5% R (hr)
HENT A% SEINT A4
AUCq. 34 Cmax Tmax
(ng-hr/mL) (ng/mL) (hr)
7}]73)” FESOME | 0508610 | 3761441661 |  1.9+0.1
777 -Vt 2046.8+69.0 | 376.94+1846 | 2.0+0.2
50mg

(Mean =S.E., n=12)

MAEFEEL ICAUC, CmaxZn /S5 A — 713, HEH DR
R ARR ORI - FEZ ORI & > TR 5 AlEE
BH %,

16.3 9%

16.3.1 BitcpigeT
BHRAHOT Y M UCE#F 7T FERORST 5L, it
FRAATREIE BE I3 2B IR ICREE AR L. 2 OBEIF2MFE
BEDLI2ETH 7. TDk, 2MFBEDOFHDICHE> THIT
FEELED LY. [9.6 2]

16.4 X34
BEEAICF 7 7Y FEEL00mg# | BEO#RS L HEE |
FEAERBSh P72,

16.5 HEttt
BERAICF 7 7Y FEE100mg % | EEO#HE L2 BE S |
BE24B /% & TICRESEDT1.7% W REIE. 9.3%D N-it
IFIUEE LTRFICHRES Nz D,

16.6 IHEDHRZHI HEE

16.6.1 BiksEBEEESE
BHEEREREICT 77 REEL00mg 2RI 5 Lz Ee ™ |
CrdETICAE - THELEHNIGEIE L. PSR OB
fEEEE (Ccr 60mL/minbl ) TR A A THEH
2L EIc e 5725, [9.2 ]

BEEREREICT 7 7)) FEEL100mgiR % 5B O F-EHE

EiReEREEDREE tin (h)
= & (Cca 0~10. ¥#9Ccr 2.9. n=5) 21.6
PrEE (Cer 11~30. Ccr 16.0. n=1 8.63
& & (Cer 31~60. F#Ccr 55.3. n=3) 7.54
® & (Ccr 61~90, F#Ccr 69.6, n=4) 4.24

16.6.2 BFEE
ZEEE (60~795K. FHOTRR) ICF T R#E100mg % %
O%S L5ETE | EEBAIC AR 5T
L7oh, BOBREZROBIUIBREA EFRRICES»TH D
POBRIFCH>729, £7=. 1H3ET O DOEHEOHRESTH M
EPEEIIRS AR ICEFIREISE L, ERERIERR
snEh-727, [7.1. 9.8 B8]

EZEBFIIB T SEYHER/ST A —F

Tmax (h) | Cmax (pg/mL) ty2 (h) AUC (pg/mL-h)

1.8+0.2 0.876 £0.127 5.75+0.59 5.89 £0.85

(n=6. ¥ £SE.)
F) AR OEZSNIAERCHARE [F7 7Y FELT,
EHEAALH75mg~150mg#% eI A EFORS T 5.
BB, Fi. BRICK D BEBEEMT 5, N—Fr V=X
LTS VAF A YT OBETIE, 1HLE, 25mgh 5
BG5BT A2 ENEE LV, | THD,

17. ERRRK 1S
17.1 BNERUREEICET 2R
(EEREE I S KENTA. 1FHEE, FHE. BARDWE)
17.1.1 EALEEERER (RMEFRES4RE)
“EEMREEGREE LT, MnEREEREE CRETE. 5%
EE, BREETOVWT NI OBMEREREZ 2T 5 HE 141
Blic. 77V NEEEIESE25me 2 LB E 3358, 288 I0ER
DOIEE. BEOIREBIZIS U T35 X368 L. 3EB LIS
$E. 6$EUIOBEE L1 HBENCEI L CAETOERMZE RS L.
146610 7S5t RIFEREHE LT, BEROBIEE %58
BE (B THRL, 2 DRV, FREE, BE, ERA L) TiF
U7, fFTEREIIRERETE HE L TiR52, 4. 6B%Z L
B SRR ICOEME (FHWNE., PEENE. BENE. A2,
Bk, HERRE) T L. 77 7Y FBEET S ABOR
KARUEER L. PEEWEDL  57/14161 (40%) - 38/146
Bl (26%) . WEEELLE  97/14141 (69%) - 80/1464
(55%) EWVWFNHP<0.05TF 77 NEFEEIE->TY
Too F/o. BWEARBEEIZF 7 7Y FEA2006] (14%) 29
BT, T RBESLITH (12%) 204 BRI ICAEZE 13k
<\ BHERD -2t L-6FIIZTRT TS RETH -
2o BWEFHHORWNABE LTRIRES b -2, F77Y FEE
121061 (7%) « 751w RBUZ3F (2%) EEH13BIH0. F7
7)) REEICZWERED S - 729,
UFREYRAFRITRON—F IV ZRLICHES I AFRIT)
17.1.2 EALEEER (Y AF+RI7)
TEEBRHEEBREE LT, S—F UV ALIIESI VRAFRY
TROZOMD Y AF 2 V7 BERAFT108HIC. F77VU R
ERIESE25mEgZ /S —F VS A LITHED VAF AV TERED
BEIIRAO3AMIZISE. 258, FEEHEIE L. E7HE 1A
fEEMIF T A RFAE LT OS—F 0V VEROEY
HONIIGEIIEBELTRTHE L TH KWv) | 2EEIXIHE
6%ELL TR JEEIZOSEL T & L CAMREO®RE., 2oty
2F AT TEEOBAZ. LEEIXIHE38E. 2BE X35
6%E. JEEIL35E. 6SENILOFEDTF D SIERDIEE, BEDR
REIZJE U CHHYSE O e L CE U< BB OHRS L.
1070107 S RBER S B L2 ®) , 2RIZ. VAF Y
TOREERTY AF 3 V7 UNOERE b EU 2R aNE
E2IRERAR & B L CE N ZhERNE, hEElE, &
EWE. AL, B, HEREOORE CFHE Lz, /S—F >
VZRALIES DVAF AV TEEZEICH LT, 777 NEEe T
T RO NERE L. FHEEA - 8/5361 (15%) -
175961 (2%) \ HeEEgEbl L« 28/5361 (53%) - 9/59%1
(15%) . EBEwELLE  41/536 (77%) - 22/594 (37%)
EWVWTHhEP<0.001TF 77 REPERIE-> Tz, X
oo FTTU RBORWERFIMEE L. 11/536] (21%) TH
D, 7oL RBEDOMICEERZRDO LN ST TOMD Y AF 2
DTEFIINLT, FT7 T RBEE S RBEOLBRENE
L. EHHSEG 0 8/5561 (15%) - 2/48M1 (4%) . s
ELLE 1 24/5501 (44%) - 1074861 (21%)  EELED
1 33/5561 (60%) - 18/48f1 (38%) & &fREyHETIZP
<0.05CF 77V FESERICBE-TW:. £/, F7 YR
BEOBWERFIRSEE X, 11/556] (20%) THO. I EE
EORICEERRO RN -1,
F)AFOERESNFAERVCHEIR [F7 7Y RELT,
BH AL H75mg~ 150mg# 3 EREO#RS T 5.
7B, E. ERICEDEEERT 5, S—-Fr V=X
LIS VAFAX VT OEETIE, 1HLE, 25mghr 5
BERBBT A ENEE L. | THbD.

18. EPFEIE
18.1 fEFRF

RIS U RZEME. &0 DID2REMRITER 2R/ 2 /R
T EILED, VAFATT RO EREERRERICH S E
TEHEIHT S b0EELH6NE 10,

18.2 REKRMME

FIKDOEE N T VA Iy Y —ZBEITHT 2 ERERRICB VL
To RS VRAECH L TOBBAETR L. HOSEEN
DOFRMMEIBD THHP > 72 ([H Vitro ﬁﬁgﬁ) 11). 12) R



18.3 RN VSBMMEHEICKLKDEFRIGEILICT T BEA

18.3.1 5wy bk
RIS UZBBEHE (FREL T4V, AFY T2y IY)
ICEDERSNS T v SO HEES) & e &S 125t L
Ty AUV REFSEZZNL EOMEWERZR Lz, £
7o MK — BRI DOE S A 72\ & SNAEBRLTOH K83 U1E
RIEALEY) REDEL, F7 7Y FORMAANDBEMEIE AL
LY RIcE->TWn7=10,

18.3.2 ®EILEY S
REOLEIZAFAITETNESNAT I )T MY VMR
5EREOETIVE Y N TOMEHIEELES) 0 LT mWiFIfER %
AL,

18.4 ;S DIEARURARIER
WO MEHOFERE ENATILTOLELE VL ATHD
K72 R B ARER I U CEHMER 2R Uy IURZIER O FH
RTHHT Y NTOEHIREZER L7210,

18.5 Z D fth O 142 B 1
PILTORY LTy —FilEH. B NEEM. SEiFEAEY
R ORIALER. ~ 7 A TOEFEFMEERLNICT v b
TOEBERGOMFEERIZZ7alLTa<wY X DHES 2
55<, 72, YLOFREIC X AR ERRSIE,. <7 AT
DORREERR, 25 R CORHRE. YLERTT Y N TOEET
DR Z 2L RE k- 7210,

19. B ICET B ELZNAR
—hgEEHE . 57 7V NIERIE (Tiapride Hydrochloride)
{24 : N-[2-(Diethylamino)ethyl]-2-methoxy-5-
(methylsulfonyl)benzamide monohydrochloride
C15H4N,04S - HCI
364.89
HE~MEHEOKEIIBRMEOMRTH 2,
KICHED TET %9 <\ BEEE (100) 1T <,
AE ) —NIRREFRT L, T =)L (99.5)
ITEIFIC < < B/KEERICARD T IS W,
0.1mol/LIGEEKICIE T 2.

PFR:
PFE:
M IR

e :
O o o) CHs
\ 7/
O/CHs
20. IRV EDEE
SFERERIE. EELTRET S &,
*%2), I
(F7TVU REE25mg [JG] )
100%¢ [10%E (PTP) x10]
1000%% [10%E (PTP) x100]
1000%E [, /N 7]
(F7FU REE50mg [JG] )
1008 [108% (PTP) x10]
23. FENHEL
1)ARJIE fth: EREEEER. 1984 ; 18 (10) : 5338-5356
2) AR L AN RS ERE (25mg)
3V AR EYENREERE (50mg)
4) B fth o EBEE IR, 19855 19 (4) 1 1977-1991
5))IERFR  fih : B SRR, 1984 5 18 (10) :5357-5362
6) FNERA|BE  fih - B EFRFR. 1984 5 18 (11) :5905-5912
7)ZRMIHE  fih c $FEEE AR, 19855 34 (1) :117-26
8) KK H— fih : EEFRFHMIE. 1985; 13 (2) :295-332
O)BAFAAR fth: BEIRFHM. 1984 ;12 (1) :137-194
10)fEBER  fih - 2 EHEE. 1987 ; 24 (3) :439-448
11)Arima T., et al.:Jpn. J. Pharmacol. 1986;41 (3) :419-423
12)Chivers J. K., et al. Br. J. Pharmacol. 1983;79 (Suppl.) :

398
13)Costall B., et al.:Special Aspects of Psychopharmacology.
1983 ; 41-48

24, XHRFERERUEWNEDESE
HERY 22U v 7St BES IHRE
T100-6739 HEEHTRHXAOHN—TH%LS
TEL 0120-893-170 FAX 0120-893-172

26. HISARTTEESE

26.1 BHEARSETT

(thosei 4 B gy%E

® B ™ E F A

v

A=t

Fo92 F i

\,

]

26.2 BR5EIT

@ BAYIRUvOKRASH

RRETRBEAOA-—TEHOIE1S

583799000-007



