2023#F10HET (BB1iR)

B & SEREF
BN : 34

) FE-ERAEOLSTEICKD

B O b= > BED AL HEA
LIE N UVZE de

B REERI RS
871179

HAERA /NuxtF  IiERRESE

JCOFETFs55me,
JEOFETF 10menn,
JCOFETF220men,

PAROXETINE TABLETS

$E5mg $210mg | $E20mg
AGRER | 22400AMX00545 | 22400AMX00278 | 22400AMX00279

HHETAHE Wirehisg| 2012486 | 20124E6H | 20124E6H
pa— 4. FRERISHR
B TR L7~ 1 BEOK > DRMEERE £ O3/ - 5 W
R& U 75 e RARERICS L CEMENER T i
EBHSLEDWE, T, BRICETZUIIN OMIBE
BT 3 EOBEDHBNT, FAIE1BRFEOD Oi=t=ms
XS DRHEERE(CIES T BEICIHEREHEC OSMBRZ hL RS
BHTBCE. N v 2 oy
5. FEENIFRICEDET B.ER
07
[51\ 84\ 9.1.2\ 9.7.2\ 15.1.2/:&":{] (?jjﬁg;ﬁ)

2. 22 (ROBEICIHEBESULEVWT E)

2.1 AFI OB UBHEEEORERED b 5 B

2.2 MAOBZERI # #5535\ 355 5.5 1R 4% 258 R DL
MoBEE [10.1. 11.1.1881]

23 YEY F2BEFOEE [10.158]

3. #88 - X
3.1 #Erk
W4, NaFtF UENSTFEF VT FETF U
7E 5mg [YD] 10mg [YD] 20mg [YD]
g, NaFL (1R, SeFt|lfEd, SoFt
F VIERIEKINY) | - > SEEREAKFIY | 7~ EERIEK A
BHST |5.69mg 11.38mg 22.76mg
SaFtFr&| OuxtFr e OSuFtFr &
L T5mg) L C10mg) L C20mg)

U VEBIKFEHN T T LKF TS T a—VEEF
ML, AFTY VEBMg, e uAu—2X, v/ 0

WAL | Ry v La— 180, BEF 5 Y. = —ELEE
HNFINay
3.2 HEIOMIRK
Wisk NaFtF UENTFEF UET FEF U
e 5mg YD 10mg [YD] 20mg YD)
etk - gy |TRLEEOT A VIHHEEOT 4 LEHLAEO T 1 b
Taa—F v | b a—T 4 VTR | L T—TF 1 VB
®
387 3L 3LbY
e
®
(=23 #95.6mm 96.6mm #98.1mm
BEx $92.5mm #93.6mm #94.8mm
HE 89.5mg 178mg 357mg
Bpla— K YD347 YD348 YD349

51 5 2F 052X, 24U TOBRET. BREE.
EREROY A7 BENT 5 EORESH 2720, KAl
OFBBIZH Tz TR, VAT ERRT 4y N 2BRT D
Z&o. [1.. 8.2-8.6. 9.1.1. 9.1.2, 15.1.2, 15.1.3%
]

(HEFRERERUIHEER MU REE)

5.2 HERRBERIMER X b L ABEOBZKIIL. DSME)
FOWEY s MERICESSEBEICERL ., BELEL
THBIOAZET D &

) DSM : American Psychiatric Association (CKEfE#
E%4) ®Diagnostic and Statistical Manual of
Mental Disorders (f§#ZEEOZM - Hit~v=27 )

6. RERURE

(529 + 5B

BE. RAICKIHIESY &K, SoFteF & LT20~
40mg % FEOHRET 5, $5121H10~20mgk » BIA L.
JRAlE LTI EIC10mg/HE DEET 5, 28, ER
I2& D 1H40mg % 8 A 7 Wi THEERRET 5.

(INZy TES)

BE. RAICIKIHIES &%, SuFtF > &L T30mg
ERO#ET 3, HE5E1EI0mgL VKL, FRIE LT
LAZEIC10mg/HE 2#ERET 5. 4B, ERICKD1IH
30mg &z 7 WEIF THEEEMT 5.

GREMEE)

EH. RACIKIEIES &%, /STF€F > & LT40mg
EROBET 5. #5E1E20mgE DBK L. FHlE LT
LA &1210mg/BE R T 5, &6, ERICEVIH
50mgZE 2 % WEF CHEEERT 5.

(HETZEEE)

BE. RAICIIHIESY &%, fuFtF &L T20mg
EROKET 5, HE5E1EI0mgL VB L. FHIE LT
IEZ&EIC10mg/HI DHEET 5. 4B, ERICKDIH
40mgx B 2 e WHEF THEEERT 2.

GSHEERA NURES)

WE. RAICIRIHIES &%, SuFtF &L T20mg
EROKET 2, #5131E10~20mgk DB L. FHlE
LTI EIC10mg/HY DB 5. AB. ERICKD]
H40mg#z @ % /s W HIFH CHEEERT 5.
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7. RERUREICEET %R

710 FROHREBEIVDERPNRELZ S &S BETLICHE
KERELLEASHEiTAC L.

7.2 JFAIE LT, Smghti kB RILRO S ERT 5

Eo
8. EELEAIER
(HEELLE)

8.1 IRZR. ®IWVESHSLNEIEAFHHDOT. HEED
EIEERZ O BHEZBET 2RI+ ERESES
L. INHOERITGERIBRICZ L ASN TN D,

8.2 HOERZETHIRFRAXSENHD . BREROB

FNBHHOT, TOED RBERIRSHBER ST
CREBZEET HBICIIBEORERREOE{LZ
FRELBEIH L,
BB DR - D DREBLUINTEAFOBEIE & 75 2 5 R
BICBLWTLEREROBZEANH D, S5I2DD¥K -
HIOVREZEIBELDHEDT. TOLDRBHICHLE
BE<BBR L ERET S &, [5.1. 8.3-8.6.
9.1.1. 9.1.2, 15.1.2, 15.1.3%H]

8.3 A7z, Mg, HE, NS=v 7%(E. TR, BHEE. &
B, B4, GEtt. 7H Y Y7/ BB, B,
BRESHObNAZENFESNh TS, /2. IR
BRIEES P TIR VA, ThooiER - TH2R L
EFICBWT, EREBROENIERSE. BRER.
HETAEPRESNTVS, BEOREROREDEL
ERBEELBETAEEDIC, ThODEROBEENSE
BEINZBHICE., REEZHEEY T, BRAICHEEL.
FItT 22 EBEUAZMEZITH> 2 &, [5.1. 8.2, 8.4-
8.6, 9.1.1-9.1.4, 15.1.2. 15.1.3%H]

8.4 HEBA (FFITKI ORERERE) TBWVWT, KAIH
S5 HRTE (HREZ. HRER) oV 27 HEL
RATREESRESNTVSZD, ThoDBEIKRE
THOEEICIFERFERSBE TS &, [1.. 5.1, 8.2,
8.3, 8.5, 8.6, 9.1.1, 9.1.2, 15.1.2. 15.1.3%#]

8.5 HRHMWTOBEBRAZ <o, BRIERFZED S
HEEINST HBEICIE. 1EZOAT BEZE R/NRIC
LEHBHZE, [5.1. 8.2-8.4, 8.6, 9.1.1. 9.1.2.
15.1.2. 15.1.3%08]

8.6 FEZFICHBSELHBRMER., HE., B, 5l
Z0THOEB(LRUERERELLLIDSDNE Y A VE
WZOWTHAHAZTV., ERiEBREICEEZBRDAD
LHHEI B E, [5.1. 8.2-8.5, 9.1.1-9.1.4,
15.1.2, 15.1.3%ME]

8.7 H5hIE (FicEROHBIE) NIFBEICKD. HF .,
MEREE ERE. BKY 3 v 7HERE. BIE%), MR
EE (HE2E5T). AR, £ig BE, BHRE, B
. OIRER. $EEL. FT. R, TRSSbobhd &
BhHb. EROZIEEESHIEBRBBLAICH 5bh.,
BIEPSPHEETHD . EMBETELT 20, BHIC
Ko TREETH-720. T2, BEFTTIZ2. 35 AL
ErpREEbHEH, INETIBONLBRI ST
NoDERIZEMIKEFEICESBDOTIRIEVWEEZZISNT
W5, [15.1.1%8E]

AR OBEIIHREDIEICELTIE. MTO/MICERT
5T &,
cROBERIEEZBIF S L, BEE2FIET BB,
BEOREZ R 2P SBGEMXIIE» AT THR~IC
BEITHZ &,
R XIEFHIET AEEICIIS MmO R b EET 5 L,
cWEBXIHRERIEBICHZ SN WERSRER L 215
Az, BEXEHIEFORBICTREEZEHRL., &
DEPHPICEET A EE2BHTH &,
cBEOHWTABIOBRAZTIET A EDRVE S+
DERFEIRE LT B E, £ RATNICEY LS
DHFWV., MEBESDERIRRT S E8H 57
O, BEICHTIERSNEZEBYICRAT S X HEE
TBHZ &,

(3D%% « SDIREE)

8.8 KH>DRWMI Y — Nid. MBMHEEEDWMHEIRTH A
BEMEAD . HIOOHIBEIMTHEL LSS, BESCKRH
DOARBZEALZIBL ZEF—BICHENT WS, > Ts
TG (B E % EYIC R 5 2 &

GMERA FLRBE)

8.9 MMESZ A ML ABERZFICBL TR, ERoEEE+5
ICBZE L, AFIZBREBE LEWVWE S, EHMICAA
OBEMEOERICOVWTHRETT S &,

9 BHENEEZEITHEHEICEAT IR

9.1 BIHIE - MEEEDHDEE

9.1.1 BS5ORESE
Bz, BRENSDS5bNBENDH 5. [5.1. 8.2-
8.6, 9.1.2, 15.1.2, 15.1.3%#]

9.1.2 BRIENIERERDERFEDHDEE. BRIED
HDEE
HESE. BRERPD6bNEIENH B, [1..
5.1, 8.2-8.6. 9.1.1. 15.1.2. 15.1.3%}&]

9.1.3 fDBBEHEER FRSKFAEDREDH 5 EE
BAERZHEESESZEDH 5. [8.3. 8.6, 9.1.4
ZHR]

9.1.4 EEMEL B VMHEEESEZEIHEE
BHERZEEIESZEMH S, [8.3. 8.6, 9.1.3
]

9.1.5 TALADEHEEDH D EE
TADPARIEDNHSDLNEZENDH B,

9.1.6 BAEEE
BENSHODLNEZENH B,

9.1.7 HMDEREZSHZFZHZHALTWLWSEE. H
{EaX FHMERRDSH % EE
EREECHEHD (BBHME) sRESNTHS,
[10.22]

9.1.8 QTHERERXFZDEIEEDH B EE. WEEXIFZ
DEREREDH D EE
QTHEIREERRIITBENIH 5,

9.2 BikrEEEEE

9.2.1 EEDEEENHZEE
mMAEEN ERT B ENH S, [16.6.15]

9.3 FFigEEEEEE

9.3.1 FHEENH 3 EE
MmMHEEN ERITZZEDDH 5. [16.6.25]

9.5 1FiF

IR LR L C WAt H 2 ticid. BELO
BN ERMEZ EES &HE S N BIEEICDARRA D
BEZHGT AT & Fio. ARG HICEEAHBH L
HBEICE, BERESIEELZY SN A 5HED
Sz, B52HhIET 50 RBIGELZERT S &,

9.5.1 BN OEZHABICBVT, RS 1 = FICKE 2 &5
SN HEASHE LULZFERTIIARER., b
BERXEE (DEXIDLDEFRRES) 0V R 758
Lize 2OHEIDOHRETIE. —REFICB T 24
BoODIMNERBEEOFERIINI%TH HDIH L, /¥
Ut FUVBBROFERIIN2%EHRESNTVS,

9.5.2 IR KREIC AR 2R E Sz HE L #iE R
BWT, FRIRME, EEHR, F7 ) —E, 2R, T
ADAKEFECE. IREE. AERE TR XITTE. KETTTE.
D&, ZHEE. FEAZMNE. BE, HE.
2, KMAE. WAEE, B, BOESOERSH S
O EDREPHD. ThEoDZLIIHEBER T
HPEB 24 E TICHRBR LTV, BB, TNS5DIE
Wiz, FHERKIED 2 W IZEYBEBERE L TRES
niEabd s,

9.5.3 BN OEBZAEICB VT, HIRTICAR 2 & RN
to b= VERVAAEER 2 &G S Nl kS HE
Lz RICBWTHERBESRMSMEEDY 27
DWEMLZEOBEFH D2, COHIBE1ID2OFET
3. HR3GEDEICAEE N HERICB T 5 H4ERE
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TS EERED ) X7 Hid. FREHOBEST
132.4 (95%(EHXE1.2-4.3). HEEH R OBAD%R
57T133.6 (95%f34HXM1.2-8.3) TH - 72,

9.6 AR
HWELOBRERUBAFRBOEREE2ZE L. BAO
a2t 52 &, BIBOBEFITAA10~
40mg# 1 H1E8HMM EREZRO#RS Lk, #5580
1% FABITLREZY BHEAT—%),

9.7 INR

9.7.1 NEZENRE LBEFRABITERE L TRV, BH

BEICEBBREANOEEIIOVWTIIRFHEN TV,

9.7.2 WAL TEM L 77~ 18R DK > DRtk EEREE (DSM-

IVIZBUI A58 2NRELETSERANBOEKR
BICBOLWTAROBENENSHERTE L P oIz & DT
BhHb. £l 7T~ 18BDKRD DIRIEREE., bR
E, HEFRBEBEEZNRE LBERRABR 2L L
AR, 2% ER DTS RBED2ED O SE THR
HEINLEEBFERIILUTOEBY TH -2, [1.58]
c ARFE ST BREGE. R, BT, EHhEZ. B
B, HE, BBARE (L. Ro9%H. 2E. 8
BB, ARENE) £b. BRSE. BHREXIIX
FIZI2~18HOKD DRERERE T, /2. BE
(Mrsetk, BodtifTh. B0%) EICHmEERE
RiF12BRmoBE THES N,
« RAFEFIEH IR WREE. DT v, EXR.
BEARE (R<t. [OoEH. HRSE. BEE
X%%). 8%

9.8 HimE
MAEEN» ERIZ2BFNDSHS-0, +DICERLE
BokETHI L, Tz, FRRFVE SV RER D IWE
1#8 (SIADH). HlLOBEHRESEL R2BZhrH 5
DTERTHZE, [11.1.5. 16.6.3%]

10. HE{EA
ARliE. E&UCHR#MERCYP2D6TR#S NS, F
7o CYP2D6DOMEEH %2 6D, [16.4508]

10.1 HAER HRALBLIL)

Y7 4FIRNRXY
VB (277«
F)

[2.2. 11.1.121]

BELRZWT &,
7. KAl OGS H
IE#% 2B NI
MAOMER O#E %
G LT &,

HHIZE HRRAEIR - 1EE R W - fERERE T
MAOEH] o b= UREBREAS | AT b= VB E
LX) UVERIE H5DNEI DD | PEEFHIEEZILN
(z7¢-) %, TWb,
SHFY AL | MAOHEEA %2 K 5H
BiE (7Y L7 Hr0IaEE5HIER2
b) AL O BE I

YEY RN
[2.32H]

QTEE. DEERE
Ik (torsade de
pointes% &ts) FD
BELSOEMLESRO
BlfEFDH 5bh 5
BEhNH5,

EEY R (2mg) &
DOHFRICEY. EE
VROMmFPEEHN L
RlLlZEr@ES
nNTWws, KEIAHF
o By R BER
CYP2D6%HET 5
ZEickBdEEXDS
N,

10.2 HAER (HAICEETSI L)

A%

BEAIEIR - IR BT

W - fElRE T

tu b= EHER
ERAE 51
REEY) F77 L
ERMWET v= v
FFHL D 3A A BHEFA]
[N -1
AR YTy
NI BEE
tu b= CRTERY
E (L-+Y 7 b
77 Y. 5-vFu
FYM)TSET 7
V&) EEMAIN
I AERE
NT < N—ILIiERE
b
TV LTI
VR
DESYRIRN
R =R i )
V7 (St. John’ s
Wort, £ b -
Ja—VRX-TJ—
N BEELE
[11.1.1=H8]

AFNVFAZ=Z=T
L AL ¥k A0 4

tuo b= VRS
ota b= UERIC
FBERTHEDN
HTENBHB

IhooEYEHH
THBICIIBEZ+
FIfTH T &

MHEICET =
HrEmdysB8th
WH b,

AFNFFZZ=T L
B LHRAIEMAO

(XA F L v 7 [HEEHZET 572
=) ., o r=U1EH
PRREN B,

Tx)FT VYR NS OHREHIRA | A A FE O K
gt EOGERIC &V EH | BEERCYP2D6 %
RLVTzFIv ERBENHODLONE | ETEHEICED.
BENDH B, BEICLoTIEHCH
& 3L 0 Il 8 FE ¢
Y2 Ky ChonEFAOER | ERT 282NN S

[11.1.250) DRI, B, | 2.
W BREREOR |~V T2+ Y D
BrmEShTwa, |[fFHICED. )L
SERHS DA CNSEA DR |7 T Y Y OMBR
FINUSFY Y| ERShDBEhy | EONOEREMLAC
SR Br. A3IFT53 | EPBMESNTLL.
JNRYTFY | ekEomEmEEg| Y ANY B O
HEE MBI BLT, pp|AICED YARY
4IFTIVER | ARSI DR | Ty ROEERHD
e OH T > eE o | QMFREAK 1465
RARES TG, BMLAEZErEHE

)
ORSIRA] SRERAOIRY | S
FORT =)V (MRENE BTN g0 o
e %,

VA EE=SN 3
b

B - T
FEOU—LT LA
VIR

IV DAUCHHL.7
BEmMmLzZ &R
BEshtTna,

X FFoa— )il
AEEE

X rFoo—iLER
RlOGRKEGICE D,
HEOMERT PR
BINTWVWS,

AHN R OB R
HWEERCYP2D6 % H
EITHELITKD,
X hFouo—Lo
(S) ARV (R) -
EOT1 2B ZENEN
2.1 KR U2.5465,

AUCHZnZhH5
KROBREHEM LIz &
PHESIN TV,
ThrEFEFUER | HAICLD 7 bEF | AFPFREOEDR
b} tFrOMHPRED | #WEERCYP2D6%FH
ERL-EO®MEN | ETHLICLD L
H%o P Ay (-
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EHIRE HPRAEIR - BT T - fElRE T
FEXFV T2V |\ FEFTT 2 OE | REHFHEOEDR
VR APEEshL BT | #BERECYP2D6%ZHE

NHH%. ETsrkickn,

PRI K D IREIC &

FEFTT 2 UDIE

B AT HFEM | EREY O MPEE
L7 EDREDPH S, | DPEADT HBZEID
H5o
F oV URBIEAKM | AR OMEASERT | 25 OEA O
L7} 5BENDD B, MR EEREEER
YRXFVY &0, RElo M
[16.7.3%18] BENFLRTZ2B%Z
nn»H s,
A= N AROEAPETET | 2 h 5 OEH OFFHE
Tz INLVEY =) | BBENDH 5. MRBMEBERFZEEA
ANNTEE 12D, REOIMH
Y77 ¥y REPETTSBZ
[16.7.1. 16.7.2% s s,
]
RRAT7 YT VFEN | RKEAOERAPEET | ERABFIRHETH
AN T LR E | B2BENDH S, BN RAT T L

U eV

FELEY FFENL
EDBERRICKRA O
it H 3 789 6.0 % 38
DLl ENVBES
nTnd,

TINVT 7Y AYT
A
[16.7.55H]

V7 7Y YOEH
HHEmInNsBZh
PhHb,

AH & OME R
RO SNTWVZRWVA,
o Hi > DAl TR
DOHEERPRESNT
W3,

TI¥T Y
[16.7.42 ]

VIFYUOERN
BHEShsBZhN
HBo

BEANCBWVWT., £
AlEoptRICEZY
TF Ot iEE
DETHEDHENT
W5,

b - % 8 & & FE
EHI A
AT aA NS
REA. 7 ALY
Yy INT )
AT LE
HIMEER DS D &
e |

Tz ) FTIUR
PR FORAL. JEE

Hi A 1 A8 RS %
BETNWDH %,

h o 0EH % HFH
TB5ZEICEVIEHA
PHEBIhs I EN
EZZ6N5,

BIHREMEAL =

BRI OFIE

[9.1.7208]

2= AAIRA AR, 8 | A & OB EERI

(8RIE) HITAHIENSEFT | FDOEN TRV,

[16.7.5%#] Ly, D H > S HITIER
DOHEERPRESINT
W5,

11. BER

ROBWERANHEbNDZZ ENHHDT, BEE+7IC
T, BEPRD SN HEIC3RE2HPIET 5% EE
B Z1TS T &o

1.1 EXLENER

11.1.1 €0 b= VIEREE GEEAH)
AL, IR, BE, #il. U8, RETTE. 34708
XA, T BIE SR, REErHobNEBEZN
BHB. £ b= AR E OHRARICHER Y 2 HE
BT L2720, BICEET L&, REVREDDS
N7HEICE, BEEHIEL, KomiaEoaaEH
EEBITHEY RMBEITD T &,

]

11.1.2 EMEEE GEERH)
IR, RO GRAL W FEE. SR, MEDE
B, RTSASRIL . 2IICE] E4E S RSB S 1D

[2.2. 10.1. 10.2%&

BaANH 5. FREHRAIEOHRAKICHODhEZE
BZND. BICEET S L. BEIRO LN
AT, HBEMRAIROARORSEHIEL., FE
H, KAWREOLEERE &b ITHT 2 NEB 21T
Z & AERFRICIE, AMMROEIMPMECKD L
ANHONDZENEZL, Fow IATUEVREFE
IBREDRTPAHAONDZENFH S, [10.22H]

11.1.3 & (0.1%Km). #il. 8. AR (WThbi
FERER)

MN1ADPSHERKIBIERMBEE (Toxic Epidermal
Necrolysis : TEN) . REHSRIRAEIRSE (Stevens-
JohnsonfE(RE) . ZHAIHE (W9 ML EHEARE)

11.1.5 HARNIVE Y TES T WAEIREE (SIADH) (SRR
BA)
FIIEHRFICBWT, & M) Y LME, BEESDH
EbNBZEPRESNTVS., BEIRD SN
AITIE, BE 2L, KGEROHIREEY) 508
2152 &, [9.8208]

11.1.6 EEGITHEEEE (BEAH)

RS, FHESE. . BESIHSDNDEIENDH
%0 MEICE UTHRRERELZITVL., BESTDL N
HmECIE, BEERILT AEMYLAMBEEITS
Eo

11.1.7 {EIEARIRRIE (SHEANHR)

A, BE. CKER, IHFRORPIAToe
Y ERENHEbNIIGEIE. #EEFRIEL, #Y)
BRBEITH T & o, BERUHBMEEIC X230
BMEOHIEICHEERTHI &,

11.1.8 GMIERES (2.4%). MIMRRA (0.1%). FIERE
o, EBERNIREE (W9 NS SEEAE)
MERESOBE 2717V, BESDDH SN/
FIEHEEEFRIEL, BULRLBEITS &,

1119 7FT745FY— (BHEARE)

THI7 4 TF— (B MEHRE, [WREHS)
BhHobNdIENH 5,
11.2 Z0f{DEIER

10%2L L 10%Ai SHEEANBH

EERER R (&), 137
0. SR, K

g5, FERA. TR

T
iR

fHER (23.6%)
HEWL

B, AR, R
B, MEEEL A
HEOR . BIR R
IS REARSRR, o
FoERE. H<
Ot T hTY
TED | RESE.
RELY (B¥z
H5). BE. K
. BN

R, FIRTTE.
LANLALY Y
AREfRERE

HEEE | ER B, BHAR.
M. OB, I8
B ORAL EER

B

DT, —iBk
DI E_EF XK
T IR
FE. SRR

MBHEE RE. TOFE, #
BRZ . IMLE R

f&. AIBEHEFEE

FERBBOE

ik 3 HMEEZ . ~NE
saerEd. N
< b7y ME
BN IE A AR1
Rk EE I
(B Rk, 4
BE. BB HINE)
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10%LL E 10%AK 1 SR

JiF ek PR
(ALT. AST.
v-GTP. LDH.
Al-P. €YV
Yo kH. vu
vy =7 Bk
%)

Bl - BUNLR. Rk
WRER # (REk. Gim
). REHS. #
RIS, FRPA. R

REE

iR B WNRE. | SfkRkARE
i

Z DAt HHEERY 8| &7 e 75 vm
B, PR E | E

) 2| OFHEF,
BWaLAFu—L
bF. hEHEM.
mEHY 7L E
. BEARD.
FTRH. KA
FE, AREE
(RIETF = HI,

HAREE)

H1) WNREBZEZOL S, B/ RSO HER %
BB THO., TESESD 2 EDBV, BERABECER
DIPICRE LT W\,

H2) mEHEREREENRE LA TOBKABRICBWT
95fF 664l (6.3%) ICHTREBEZEDEMKIERE PR
5Nz,

13. BERS

13.1 fEIR
SHEIZB VT, AFIBEME2000mgE TD. Tz, fhF &
OPRIC L HBERENFREENT VD, BEREHIC
Ao BELERIE. 11L.EEHOEICH TS ERDM.
FE THEEHIERONRETH 2. KBEOHEIH,
b o THOBMEAEE A LZBAIC, BE. OB
KOEBHEDONDEI ENDH 5.

14. BRALOFER

14.1 FEIHFOER
PTPREOEAIZPTP Y — M » 5B H L TRAT %
LOEYUT LI L, PTPY— POBAKICLD . BELH
AR EERRARIA L, BITI3ZR L2 B 2 L THERER
REODERLAMEZHREITLIEND S,

15. ZDMDER

15.1 ERREERAICED <15k

15.1.1 BT, ITHEIOmgS > LEMBRTRE L
20mg T 1A Sk L k9 2 diiei = i L7
B RAER 2 SET LR, Ws R 5k ic @l
REINTZEEEROHEIL30%. 77 REE20% T
Hotzo IH5IC10mgE THET 2 Wik % EE L7
7~ 18D EENPHROAEE TIIARAZ2%. 77K
BE24%TH -7z, [8.7HRHR]

15.1.2 A CEMS N2 KD DRERESOBHEREZ2ET
LZEEENRE Lz, Rl ECEBORS >HI O/
77 £ AW REE R B OBETRERICB VT, 2458
TORETIE., BRSEPEREROREROY X7 5
O DHBEHTT I RBERB L TE >, &
B, 25U ELORBFICB I 5 EREES BRERIOH
HoV A 70 LERIERDSNT . 65 EICBWTIE
FDYRZBEA L. [1.. 5.1, 8.2-8.6. 9.1.1.
9.1.2%H8]

1513 A CEBS N BHREZE T 2HABE Z R E
Uiz, BEIDOT 7 2 Rt REERABROMEER LD

(&)

KO OREREOERFICB VT, ST RBEEHEL
THRARGETOHRENOFEFIHE P REHENICE
RiZEP o7 (FFIRSE345561 1141 (0.32%).
77 ARE1978BIH1H (0.05%)). B, KEHRS
BHToOREDZIZIB8~30BOEZETH >z, [5.1,
8.2-8.6. 9.1.1. 9.1.2&M]

15.1.4 EIZ505 L& W RICEN S N OREREICS
W, BRIt D b= EIRDAABEER R =53
o DAl & GH S DRl zRE S NIZBET. BHO
YAV ERLIZEDMENH B,

15.1.5 A CEME S M- BRRIRICB W T, A2 & EER
fto b= ERDAABER S EFRIEZELS
. TRRICHELZEZ REEIRES N TV S,

16. EMENEE

16.1 MEGRE

16.1.1 BEEZS
BERA (20~27/%) I28afFtF 10, 20Xk
40mg % BERO#KSG L ROBRSRBTHIELLRE
MmiEFEE (Cmax) OFHEIX10mgR & HBL T
20K VM40mgHF CENENL.I8KV4.69ETH D . #
ER2o®M%E LB > -@MAgER SNz, £,
40mgBE D 58 THIIE U 7z I 5% A i B AR T 1 AR
(AUC) 1320mghtD2.48f5TH V. Cmax & FkIC
BEBOHEMNZ LR - - ENPASh., EMBROIE

MDA TR S hizY,
(ng/mL)
40+
——10mg
30t ——20mg
3 A +~40mg
g1 20 M (PHfE+ERE R, n=19)
w4t
A
b 10} A
4 A
1 A
0&2\1\9 i . .
0 24 48 72 96 120

# 5%k (hr)

ERBAI e FtF 10, 20X1340mg % B ol
#E LizRomiffyia x5 L iRE

R AICBEREO®RES LR OEMEBLA /ST A -5

BER Cmax Tmax AUC t1/2
(mg) (ng/mL) (hr) (ng - hr/mL) (hr)

10 1.93+1.38 | 4.61£1.04 - -

20 6.48+£4.10 | 5.05+£1.22 | 119.6%+100.1 |14.35+10.99

40 [26.89£11.00| 4.58%+0.96 | 447.2+254.8 [14.98+11.51

— TEBHTET, Tmax : BEEEIBERE. t1,  HIERH
(PgfE + BEEERZE. n=19)

16.1.2 RiE®RS
BERA (21~278) 12/S0F+F>20mg# 1H1
E10HBRERORE Lo miEhEE, g
E5E#%1cCmax 12.5ng/mLICE L. t12035 108F
BTHo7. CminiREZRESG7THEHICEFRE (K
23ng/mL) IZE L. REKSHOMBHREEZ,
B 55K % 1CCmax 59.5ng/mLICE L. t1/20&
KISHEEITd 5729,
16.1.3 £EMFHEFEHER
(NOFtEFUEE10mg [YDD
NuFtF UEElOmg [YD] &/%F 2V LEl0mg% &
OZXF—N—HIcLDENZTNIE (RuFtFr L
T10mg). EERAR 208 IR ERO#%SE LT
MARPRE(ARBEZBIE L7z, 86N/ YR
Zx—% (AUC, Cmax) DWW THEHETZ1T-7:
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TR WA OEMEIFESFESHEE S N0,

HENT A =% BENT A=Y
AUCo-72 Cmax Tmax ti2
(ng - hr/mL) (ng/mL) (hr) (hr)
nNaxtFr
$10mg YD) 36.6%+57.9 2.28+244 |39+1.9(12.7+£45
5% SN 31.1+43.1 1.96+1.80 |4.1£1.6(12.8%+4.5
10mg
(P9 +12HERZ, n=20)
(ng/mL)
5 .
—— O FtF UEE10mg[YD]
4r o ISF TV )LEE1Omg
'ml MZE] + fE =
% 3t (:F‘ilﬂﬁ—trﬁﬁﬁx n 20)
rh
=2t
&
1 1
0

0 1I2 2I4 36 48 6I0 72
K5I (hr)

MR ONICAUC, Cmax® D 85 X — 13, #RE OB, Ko
FRENEIEL - BRSO REBRSEEIC K > TR B AHEMEA D 5.

(NOFtE=F§20mg [YD])

NuFtF r8E20mg [YD] &/9F Y L§E20mg % 7
UAF—=N—FHIckDENZTNIGE (SuFtFr &L
T20mg). BEBRABTIORICHARRBREOKS LT
MmEERRE(MABREZRE Lz, Bon/-EyEE
S X—4% (AUC. Cmax) IZDOW\WTHEHET =177
FER. WAIOEYENREE SR SN2,

HENTA—% BENTA—¥
AUCo-72 Cmax Tmax ti/2
(ng * hr/mL) (ng/mL) (hr) (hr)
NnaxtF v
%20mg YD) 100.2+113.6 | 6.39+£5.72 [4.8+1.0(13.6%1.8
E VR 97.1£113.2 6.00£541 [45+1.3|13.2+£1.7
20mg
CEHE + 158 RZ, n=19)
(ng/mL)
12 ¢
—— SuFtF UE20mg[ YD
107 a 28% T LEE20mg
I8 (TI9f + R, n=19)
o6
R
B 4
2 L
0

0 12 24 36 48 60 72
5%/ (hr)

MEP ISR ONICAUC, Cmax D 85 X — 1, #ERE OB, Ko
FREUESY - B ORBEMIC L > TR AR H 2,

16.2 ORI

16.2.1 REDFE
RIS ST F 2 20mg % 2ZER I3 A% ICHE
EREOKR G U7 RO MBS A — & 122213 F
HoNnT, REOEEBILVWEEAS5NSY (JIEA
T—%)o

16.3 £

16.3.1 MY VINTHEEE
In vitro Tk M2/ T F X F > D100X1i£400ng

/mMLZERMU-EEOMEE Y VX T EERII. ThFh
FIOS K UVN93%TH - 729,
16.3.2 MERSECSE
In vitro Tk MWK IC4CER S & F U IERIE %
WU 2B D MERDBERIIS1%TH O . MERFBITHER
5710,
16.4 {5
v MFIZuy—LZBHWizin vitro BERICK D, /S0
FtF > DOCYP2D6ICH T ZHEMNIIEREETH
0. sparteineDRiKERIEZEE &L U7z KifE130.15 1
MTH 7210,
NaFtF UIFFEICHBOCYP2D6IC L DRF N3
ZEDH, EMBROIERIEMEIZCYP2D6IC X 2 R
OfEMEEZ 5N 512,
nNaFxtFrPCYP2D6%HE L. RHAAExtensive
Metabolizer#» 5Poor Metabolizerfi~NEH#d 5 &
5. CYP2D6TR# SN2 HF & OMEMEHANE
5ENBID~15),
BB, CORBHMOEBRIIAERNIEAB CHEET
%12, [10.2H]
16.5 kit
BRI ACHEH/ ST & F VIEEEIE30mg % B Ei%
A5 L7zREOKSTEEIE. #51% 168K HLINICHR 52
DROABHRPICIFEAEREY E LTHMtsh, #
FRIZIEH35% A HRt S N 721017 (SAEAT— %),
16.6 BENDEHRZEITIES
16.6.1 BHEaEEES
B EFICt X F > 20mg%E 1 H 1B 18HE K
BEROBE LK, EEOBRERESE (VLT F=
Y77 Ty AME30mML/3RE) [2BWT, MEEE
BEoERKXOCAUCOBAMPERED 5118 (SEA
T—%). [9.2.1%08]
16.6.2 FriaEEES
FrrpEfRER ICHFBERTOEBIE U g X F
20X 1&30mgx 1H1E14H B REZOHKE L /- K,
MmAEFRREDO LR, t120EEETAUCOERPRD
5Nz (HNEAT—%). [9.3.15H]
16.6.3 Sifne
BESHE (65~808%) 1I/SuFtF > 20mg% BH
BOVEL-ROMBTEHREIRSHORFRZIC
Cmax 7.3ng/mLIZE L. t1,20d 18K/ TH -
72200, [9.8%H]
16.7 Z¥HEIER
16.7.1 7z /NIWEI—IL
71 ) NVEY—L100mg# 1 H 1E14H B RERS
L. 14HBI/Sa v F > 30mg# BERFO#S L
B, MEEFSaFtF o DAUCK UL 21E. ThEFh
25 UP38% A L7220, [10.284]
16.7.2 =AY
7= hM42300mgx1HIMI4HBRERS L. 14
HE S0 F¥F »30mg# BEFOKS L. M
FhNgFtF O OAUCKU121E. ZRENFH50
KU35%HA Lz, NuFtF30mgxl1HI1E14H
MREHS L. 14HBIC7 == b4 >300mg% Bin
BOBS UK, 7= b1 > OAUCIEF1 2%
HLiz2h, [10.2208]
16.7.3 YXFIY
NaFtFr30mgx  HIE28HEREREG L. %5
22~28HHBEIZY A F ¥ >300mg#% 1 H3[e KE MR
EL7K, EEREIcBUI 2 uxtF BRI,
S HARAIZ5950%Em L 7220, [10.228]
16.7.4 I3*xv v
VI*T00.25mgx 1 HIERSHERERS L. &5
15~42HB2Sa %+ F >30mg% 1 H1EXKEHHA
BELEE, EEREBICBITIZIF VOTY
AUCIE. SaFtF > OHtHICE D 15%EA L2,
[10.22#]
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16.7.5 ZDthDZEHI
Fars)a—L, I7ENRL, TLTFYy, VT
FUU. AFIURRARET LI EDHRAKRESICH
W, SaFtF v ORYFRBICEEIASNZD -
7220, 2, SaFteFrRIULTI Yy, TURY
IS5IRRPT 2= b A VOIS VIS T HEERICE
Br RIS 7D ->7:22 (in vitro). [10.2818]

16.8 ZMith
(NOFt=FvEEs5mg [YD])
NuFtFU8EcSmg [YD] & [GEYR L2 E0OE R
HloE2NESEHRB A K51 > (BR18E11H24H
HARBEHRFE11240045) ] cEIE, NSt F Ui
10mg [YD] #fE#esiE e Uiz & &, BSHEEICE &4
WIZEICRSE L Bk EN=23),

17. BRRREE

17.1 EHERVUZSMICEET 2R

(524" * SDOREE)

17.1.1 ENERREER
ZEHEREEER2Y ~ 200 [ O — M R R A ER2T) 301 B
VT DO - S OREICKH LT, 1E10~40mg. 1
H1EH& S OEZIERIZX50.4% (229/45461) TH -7z,
BB, BROD DR - DO DORBEZEELWNRE L —M
FRIRERER2D) TOBERILS5.1% (27/4961]) TH V.
RO oN7-EIERHOEE. BEAXHRRRZORE
. EEBEERAETH -7,

(NZy IEE)

17.1.2 ENERARAER
ZHEEREG RS 3D R O — R RSB VT,
Ny ZEEICH LT, 1EI10~30mg. 1H1EES
DAEMERIE59.9% (106/177#]) TH -7z
B, o RENRBE L _EERERESICH
nweNaFtF rOERESHER SN,

BIVERI RIS X, 49.4% (42/8501) TH -7z, E
ZEWEAIZ. IEEK20.0% (17/8561) TH -7z,

GEaMES)

17.1.3 ERNEERAER

TS REMBE L ZEEREERB3YICBVT,
MEEMEREEICN LT, 1E20~50mg, 1H1E#ESD
AHhERIX50.0% (47/94%1) THO. SaFtFrD
EHRESHERS N,
BIVERIRBSEE L. 71.6% (68/9561) TH-7z. E
ZEIERE. IBX28.4% (27/95%1). fHEE22.1%
(21/95%1) BROERMLIL1.6% (11/956]) TH -
7239,

(HBTREE)

17.1.4 ENERREER
T ReBE L ZEEREEBHBICBWT,
EARBEICH LT aFF &2 1H1E20mg X i
40mgEHE LB 7 RIcxd 5LSASAFT M
PEOEIZNFN-72XIF-6.2THD. TI5ERIC
W UTERICED L.

H 51 28R DOLSASAET R E

F5¢KEE | 20mgBt | 40mght
eI 130 132 133
BSOIERE | o)) 4153 [80.8+142 8164145
_ (1EHfFE)
LSAS&ETH Yo,
s |60:15220| 5325231 | 5485213
Al TR B
oo | b 2204 276 265
‘ Fmye B 72 62
WPEDZE | (95001) (127-17) | (116:07)
(W7t RE) -
plE) - 0.007 0.025

) :Dunnett®ZHELEME, A HEKRE  mHS%

BIERFBISEE X, 20mgiET75.0% (99/132%1) X
U40mg#Ec82.8% (111/134%l) TH -7z, E2H|
fERIE. 20mg#E TIERS1.7% (55/132%1) . ##)
HEDHEN18.2% (24/132%1). FD18.9% (25/132
fil) RROEEREL1.4% (15/13261). 40mghf T IIHEAR
38.8% (52/134%1). F&EHED £1130.6% (41/134
). BD21.6% (29/13441). FERE15.7% (21/134
Bl) . BEH15.7% (21/134%]) RUOERE10.4% (14
/134451) TH - 7230,
17.1.5 EAERREER

FERRRICBVLWT, SuxtFr21HIE20~
40mg. S52BEMBE LU zBEDLSASEET RILRERFAYIC
AU, 52BEKED A EOFEIX-46.8£28.43T
Holz

BRI ERICHBT 2R 5RBIY 5 OLSASAF HEDE (56
1)

LSASEEF (L ImERE) | IRSRAR 95.6+16.47
B5HGRD 50 5458 -11.4+11.42
DR (+ ) 15 83RE 221.9+16.07
#5128 K -28.8+19.19

52458 K -36.2+21.94

#5360 -40.3+24.32

%5528 -46.8+28.43

BIfEFSEIBEE L, 78.9% (45/57f1) TH-7z. E
HEIFERIE. HER45.6% (26/5761) . BEin29.8%
(17/5761) . FEMED F1112.3% (7/5761). BAHR
B&10.5% (6/57f1) KRUEMH10.5% (6/57%1) T
H o737,

18. EPEIR

18.1 {ERRE
NoFtF UIEREILGERN 2o =2 (5-HT) B
VAHBEEEHEZRL, BREEBRNOS-HTRE % L7
S, RERO®KSIZX > T5-HT2c0%BkDdown-
regulationZ#FEH 52 LIk D HOOMEARTHEAR
RIEFAZERT EEZBNS39),

18.2 5-HTHXWiAHBHEIER

18.2.1 NuFtF VIEREIEIXIn vitrolZBWTT Yy MIKT
By F 7 bV — AR BEADS-HTH D AHHEERH %
RU7Z39, Ex vivo BERICBWTHBOKRSIIEXDS5-
HTH D AAHPAEMERAZ/R L. KEHS L TH5-HTH
DAHEEERIIRT OO, JLT KLFY VED
AAHEEERIIRS T, ZO5-HTH D AAHEER
T BRI G 24BF IR L7239,

18.2.2 /St F VIEREIEIX S v b OB HAIRERE K O R EEE
FEICBTHMENS-HTEEEEMS ¥4, i,
¥ RICBIFB5-HTPFHEHhead twitchf T8I DHEEIE
RAOKRTT v MBI BPCAFEFREFKESHEE MO
WHEEHZR U2 &2 542, [THEBEEMICH5-
HTH D AHBHEERP RSN,

18.3 5-HT2cZB{Fdown-regulationsEF{ER

Fv MZBwTRaFtF UEREIIMCPPHERE R
EENEMRDION U THERG CRIERAZ RS Lar o7
M. REBSTHIERZ R L2 &0 6. REREIC
£ V5-HTacRABkDdown-regulationZ FHT 5 2 &
MRENTA),

18.4 ;15 O1EH

18.4.1 =7 ZRHI/KEKRBRICB LW T RERSIC LD ABIKRE
1) 75 MEBN B DA IER 2 7R L7299,

18.4.2 v ZARBERERICHE W\ CHRBIKEN 2 BB D&
WEER 2R L7249,

18.4.3 MEMBEHIES v bO LY B A RIFEICH L THEIRE
7z MHIER %2 7R L 7240),
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18.5 NIAZ{ER
18.5.1 5 v bsocial interactioniREEIC B W TKERSICK
Ysocial interactionBHEOEMIERA %R L7297,
18.5.2 7 v FVogelBa > 7Y 7 FREEICB W TRE®RSIC
X0Har 77 MERZRLRZ®,
1853 7 v FEERX+ZRERBICB L TRERSIZED
open armiZ ) % WAL R K OEA B Z BN S ¥
7249,
18.6 PUHBMEEER
TIAHTAEBVR ULTHRBRICBW T I AEE L
B2 UATED & %] L 7250,
18.7 PI9MEERR MU RAEE/ER
Single prolonged stress&%Z v + (UMEHZ R b LR
BEETIV) IZBLTRBMFERET < T8 2MH L
7250,

19. B3I (CET BIEEZHFR
—fRIBTE : S X F EEREKAIY
(Paroxetine Hydrochloride Hydrate)
(35 ,4R)-3-[(1,3-Benzodioxol-5-yloxy)
methyl]-4-(4-fluorophenyl)piperidine
monohydrochloride hemihydrate
: C19H20FNO3 - HCI - 1/2H20
1374.83
#: R BEOEREDHRTH S,
AZ ) —VIEFRITL, T -
(99.5) IZRRBEIFRLT L, KBTI
W,
FEkE [a) 2:-83~-93° (Bik#icik
HL7zb00.1g. =4 /=)L (99.5).
20mL, 100mm)
Alet D #9140C (99F8)

{b2ERgE=
F.
AOF
\ “HCl *¥%H,0
O OVD\IH
CILT
O
22. @
(NOFtFeEs5mg YD)
1008 [10%¢ (PTP) x10]
NOFtFEE10mg [YD])
1008E [108E (PTP) Xx10]
5008 [108E (PTP) x50]
(SOFtF v§£20mg [YD])

100%% [10%E (PTP) x10]
5008% [10%¢ (PTP) x50]
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