20237F12HERET (38 1 M)

BTE  |IERF
AR - 34

HAZEEm D EES
871179
RS HR7epALE

#E25mg | 22700AMX00803000 | 20154F12H
#E50mg | 22700AMX00804000 | 20154F12H
#£100mg | 22800AMX00148000 | 20164F 6 A

FEIRKEO b= VB AHEEA]
L b3S VIERRIEEE

TIVbSV 2 5:25mg UG)
TIVbS Y 2 5850mg [JG)
IV 2 /52100mg (UG

Sertraline Tablets

BISE, T EREERY
T ER-EMSEONTZICKVHERT LI &

2. 2 (ROBBICEFHERSELEVWTE)

2.1 REIOB 2 UBEIED BERED & 2 B

2.2 MAOFBERI #5913 5 WIdHE5FIEZI4HBE LA O B
& [10.1. 11.1.1 28]

2.3 ¥EY FeREH0EE [10.1. 11.1.8 ZH]

3. #8RE - K
3.1 #8Rk
B ffﬁgj A

fEEmt L O — A, U UERIKFE AL T LK.
FYFSY TV A-VEF YT L e RaFy S
OELELO—R, ATTY VYT RTT A,
v7axa—2A, vr7ad—)L400. BILF5 >,
ARV LAR—= 180, ALF Oy

Lk U EERE
L k5 ~|28.0mg
$825mg [JGl (L h5UvEL
T25mg)

RO —A, ) VEEKEN IV T LK.
FrF ) aA-VEBF R T LA e RaFxv S
oLt LO—R, RTTY VBT T L,
e7axa—2A, v7ad—)L400. BILF5 >,
RYVLR— 0. ANFNay

Lk EERE
L k5 Y ~(56.0mg
$850mg [JG) (L h5U v EL
50mg)

RO — 2, U VBRKEN LT LK.
FYFY 7Y aA-VEBEF YT LA e RaFy S
OELELO—RAR, ATFTY VBT T RTT A,
v Faxu—2, vrad—L400. BiLFy .

L kT VIEEE
k5 »|112.0mg
$E100mg [JGl[(E L k5 U > &L

C100mg) AD Y LR— 180, HLF AT
3.2 SFEIDOMEIR
[rents & - FG WY ks R AAT—F
B W W&

_ . |ae. s
J“’”7'“74»EA:? G JG €52

ge25mg Gl |2 10
7T & mE Es &=

8.4mm 4.lmm 3.0mm  93mg

B RN | VAT
L rFY v —
sesomg i) |07 100 &Y

a—7 1 Y UEE R
£

£H HE i
= | ow
B Hi

7.1lmm 3.6mm 155mg
3] HE B
o | B AR - e (10,
R g PPN —
$£100mg 1G] - - - - -
’ EE [o2E3 E& )

12.2mm 6.lmm 4.4mm  310mg

4. WEEX TR
O3 « DD1RREE
ONRZyoEE
OMEBA ML R [BE

5. FMEENIFHRICEIET DiFR

GiEELEE)

5.1 #i22AIOKREICL D, 24RUTORET, BREE. BR
EROY AT BEINT 5 EOREDVH 2. KAIOKSIZH-

TRV RZERRT v FEEET ST &, [8.1-8.4.9.1.1,
9.1.2, 9.7.2, 9.7.3, 15.1.1 ]

(5325 « 5O

5.2 KAz 18ZARMmOK > DRERELRE ITRE T HFRITITET
ZEBEICHET A2 & [9.7.2 B3]

GHSEBR ML REE)

5.3 XA % 18HMATDIMEBR A b L ABEREHITRE T BT
HEIS 2 EEICHETT 52 &, [9.7.3 5]

5.4 SMEHBA ML ABREORZRIZ. DSM® S0t 42 a2 Hi K
ICEDSHEBEICE/ML, BEZHI-ITHAEICORHEET LI &,
) DSM : American Psychiatric Association (K Ef # &

% 4%) ®Diagnostic and Statistical Manual of Mental
Disorders (FEfRBOZET - Hat~=27 L)

6. FAENURE
HE. KAIZIZELEZ) e LT H2omgzWBAEE L.
1 HI00mgk CH#E L. 1 HIERO®REST 5, 26, Fin.
FERICE D 1 H100mgZ#8 2 72 W EFE CEEEHRT 5.

7. HERUHZCEET 5FR
FRIOHEGRIZ, FRISNA2HRZT2ICEE L. BERNR
LB LD BESLICEEICBRE LS OHEIT 22 &, [8.1-8.4,
9.1.1, 9.1.2, 15.1.1 ]

8. EEREAIIE

(GhgE@E)

8.1 > DERZETH2BEIFLSENI DV, BREKOBZFN
WHHDT. TOXDHEBREIIRSHBRERZ S NICRE5ES
BETAHEICIEEZORERRREROZ(L 2 EEEBET 5
Z&o [5.10 7. 8.2-8.4,9.1.1, 9.1.2, 9.7.2, 9.7.3, 15.1.1
28]

8.2 R, 1B, BB, )N= v ZFE, RE. SRS, BE.
WEME, EEM. TH YT RBHEH AR, B RS
HOEDONDHZEPRESN TS, Tz, HERBEFZRIIBESHT
WA, IS OREIR - fTE 2R LERICBWT. BREE
BOEIZEREE. BRER. thETEIRESNT N5,
BEHEOREBRVREOE(LZEBECBEHETHEEBIZ, Th
5DIEROEESBEHR S NIIGEICIE, [REELZIEEYT . hy
ICEE L. Fikd 272 SHY) 2 LEBA{TH> 2 & [5.1. 7.0 8.1,
8.3, 8.4, 9.1.1-9.1.4, 9.7.2, 9.7.3. 15.1.1 &&]

8.3 BREMTOBEBIRAZH /. BREMIZDO 5N LHE
FICNFT HHEICIE. 1 ES00GFEEER/NRICEED S
ko [5.1. 7., 8.1, 8.2, 8.4, 9.1.1. 9.1.2, 9.7.2, 9.7.3,
15.1.1 8]

8.4 FEFICHBSESLARAEN. BHE, HBE. SHEESD
TEOBRUERERENH S DNZ ) ATHEIIOVT T
FEBAEITO. ERiEREIEEEZID S KOEET L&,
[5.1. 7., 8.1-8.3. 9.1.1-9.1.4, 9.7.2. 9.7.3, 15.1.1 BH&]



8.5 RZ. HDFEWVENHODLNZ I ENH DT, BEEHDER
EfabEa EOBMERET ABRICEHFIERESES 2 &,

8.6 H5rhik (Z2koik) 1Tk, AL, ER, BE, ZHt
HFEWV, BEE, BEXVELMENOLDNAZ EPRESN
TWb, %52 T 2841013, BRODIEZETF, BED
REZBRLLZPORLICFEET S &,

GHEERA ML AEE)

8.7 WMEBRA ML ABERZICBWLWTIE., EROZBRZ 518
B, KEIZBREBELEWE D, EHRICKAT 0K ST
DEFICOVWTHEFT S &,

9. HENERZEIDEEICHITZIER

9.1 GHHE - BIFEEFEDH D EE

9.1.1 IBS5OfREE
BEn, BRERPH5DbNEZ ENH D, [5.1. 7., 8.1-8.4,
9.1.2, 9.7.2, 9.7.3, 15.1.1 &H&]

9.1.2 BRIENIEREHDEEFDHZEE. BRIEDH S
BE
BEXEE. BRERPH-DbNAZ ENH S, [5.1.7..8.1-8.4
9.1.1, 9.7.2, 9.7.3, 15.1.1 Z[#]

9.1.3 RiDFBEMEEN IRERBEDEEDH 5 EE
BHERTEESEL22EPH 5, (8.2, 8.4, 9.1.4%HE]

9.1.4 EEMNBVHEFESZETHEE
BHEEREZEESEL22EMH 5, [8.2. 8.4, 9.1.3 %]

9.1.5 ThHAEDEEMRENIEINSDEIEEDS D EE
FREREARR T I ENDH D, [11.1.35H]

9.1.6 QTEERXIZZDEIEEDH % EE. EHBFRIKPEAY
O LIFEEN BB EE
QTEE. DEHIH (torsade de pointes® &ts) ZILI T H
TndHsH. [10.2. 11.1.8 ]

9.1.7 HIMDEREEZHHZFERZHALTVSBES. HilERA
XFHMERRD S D EE
BHim, BBHm, IREPHESN TS, [10.2, 16.7.1
Z ]

9.1.8 BFHENISZDEIEEDH D EE
REELFRZEI L. FERVELT 2BENDH 5,

9.3 FHipEREERE
MABERFAAER L. AUCK U CuaERT 52 D H
%, [16.6.2 28]

9.5 Him
TR SUSIEIR L C W A AT EEE D b B 4c i1 1d, 1R R0 B
DfEfiEE LE2 SIS NBIBEICORBET ST L.

9.5.1 IEIRFHICAAIH 5 WV IEM OSSR, SNRIV S S 7z &
HAHELHERICBWT, ARBBOERE. HRmHE. &
BEXRBEEZDEET 2. BIVEREEROERPHEERICH S
DN EDHREN DB, BRFTRE LTI, HREEHE, 77/ —
Y. OWIER. O AEASEES, WHAEE. B, EIDEE.
SRR FBRIRTUE. ETTHE. IREL O°< D&, S,
FREOMEPRESN TV S,

9.5.2 WA OBEEREEICB LT, HIRFICARA % & SSRIZ# 5
SN LA L2 RICB W T, #i4 BB T
FEQY R EIMLIzEOHENHZ) Y. D551 D0
BT ER3GADEICA N HAERICB T 4 RBIENE
M MEFEFRED ) 27 Hid, EREHOKRE TIE2.4 (95%(F
TEXEL.2-4.3), HIRFEAKROBRAOHE TIE3.6 (95%BFHEX
f1.2-8.3) ThH-o7z%,

9.6 123w
R EOBRHRERVCBARBEOBEREEZZ R L. ZALOMRE
BRI ERET S &, b MEAFARBITT S EMVRES N
TWw3Y, [16.3.2 %]

9.7 INR

T NREE R E UEN R FERE L Tk,

9.7.2 B CTERS NIz 6 ~1TROKS DFEREE (DSM-TVH
CBU D) 20RELLTTEAMNB o EEREERERIC
BOWTHWEDPHERTCE LD T2 EOREDVH 5. 72, KHl
BHTAHALNI-ERER [1.1% (2/18961)] 13. 75 REE [1.1%
(2/718460)] ERBETH D BREEBIIARARETL.6% (3/189
) ICHBNTze THDEDBERERA & OBEMEIIHES 2 TIE
EW GBIMC B W TERANZNRK S DIRIERERE I 28

o

BEBLTWZRW), [5.1. 5.2, 8.1-8.4, 9.1.1, 9.1.2, 15.1.1

2]

9.7.3 BN TEmSINZ 6 ~1THROINMEHZR A ML X[EE (DSM-
IVEIZBT 25 2MRE LT ITEAMBIEERLER
BICBOLWTHAMENHERCER P o EOHmENH D, BFR
BICCTERERIEIALN P72, BREBIIARFFHETOH
4.5% (3/6761) IcH BN (BIHIB W TRANZ/NEIMER
AUV ABERFIINTA2EEEZAEL TV, [5.1. 5.3
8.1-8.4, 9.1.1, 9.1.2, 15.1.1 &[]

) DSM-IV : American Psychiatric Association CKEfE##
EX4x) dDiagnostic and Statistical Manual of Mental
Disorders, 4th edition (DSM-TVfE Iz B OB MW - st
v=aTI)

9.8 SEE
EEREICBL T, AR, BREOHRTZZE L. HEFIC
FRLULTEEICHRET A2 &, RANZ, & LTHETRH#S
N5P, ERETRIFEREPETLTVLZENZVED, &
WIMHRE SR L. HIEROEREN B 2B ENDH S,
[16.6.3 ZH&]

10. #EE1EH
ARENIFFREBEZRCYP2C19. CYP2C9. CYP2B6/ FCYP3A4
ZTREasns%, [16.4 2]

10.1 HAZER HALLBWI L)

B HRAREIR - 5B E WF - fERRET

MAOBEZA| T, A, 25E%E, Bl b oa@sHEES
LLFY VEBE (L7 |[E88, SESEOERYH |, MRt o b= BES
v—) EbNBEIENDHDH. LB | EMEHEEZOND,
FHEY v AV IVEE|MAOHER D5 %2 %)
(7YL7h) BB 2B E5T 515
BT 4 FIRRAVIVERE | A E - RABRERBIC
(7 74F) MAOEA %153 515
[2.2. 11.1.1 28] HiCld 4EBBL EORE

2P e,

YEY REOHAICED., |[HERH

EE Y KR DAUCK UCrax

MENZNL ARG L 7

EDOWMENH BT,

PEY FEIQTERE %5 &

T ENDH B0 THRA]

EHRLBEWS &,

10.2 HAER (HAICERTDI L)
G HRIENR - #E B

VEIR (A=Fv7
[2.3. 11.1.8 ]

W - falEEF

AFINFF == LB
KFH (A FL > TI—)

tu b= VERENH 5D
NEBENDH 5.

R E A OMAORE & 18 A
ICkDtu s = U EANE

ENBHB. DX HER
Mo obhHEITIE, K
Bl &R OT S 5 2 Vi
WIhr—HOHE%HiE
2% EHE R MEZITD
Z&o

[11.1.1 28] MENZEEZONS,

PEVDRN o b= VEBRBORER]Y XYY FISIEERE, B

[11.1.1 2] (8L, MAEHME. mBAMACHEEREHE T
ELASE) BdHobhsdl|b.

5-HT o2 B EB) 3
ARV TY AN
b}

VLI NYTFE Y
IL YT RS
vz

Wi RETTIE. 1 ES)
. AL, A&, HIR.
BENHODNDZEND
%o

HEIEHZERSE2 B
TN H %

kS R — USRS A
Al

AN IERRE

Ry EHA
RF Y VIGRRIEEHNA
HRUy R VIERE
FEAMARANLT 7 VB
(LK FEERIEKAY &5 WA
T2y o VEEBH

L-rU T 77 aER
9 % WA

7 3 BRBA|
HERE Y R EA

A IATF bFY VY (St
John’s Wort, > b+¥a—
YA -T—) BERG

Lo b= EAPSERS
2BEINNH B

INSOEHIEEr h= >
ER%=ET %,

L-tU 777 vidtka b
ZVORIBMETH BT
O, BNt a b=V BEA
BEABETNIH S,

tAIavEFrFU VY (St
John’s Wort\ > k-3 —
P ERVE DI F S @ i et
NEREEY %,

RERY T L

o b= CEE L EIE
(RS PRI 2B
ThHH%.

HEIERAZERSESB
TNNH %




A BRI - BB W - faREET N7 PFT745FY— (BERR)
ZBRID DA FEFOMABED EF U, | KAD 05 OFEFORH TFT 4 TF— (RIGEEE, B, MEZES) »Hobih
JUITTIVERE |(FRAEREN BTN | HET S LD 5. o
3T EEE | bs. HIENDB.
73U FF Y 11.1.8 QTER (BHERH). DE4EE (torsade de pointes%z
TNT 7Y TLT7 7 ) yoTa by EEARE S) BEEAHH)
9.1.7. 16.7.1 8] | > RISHRMEES IR 03 91? 10.1. 10.2 2]
BEEEHI (8%) Liz&d 2y Z.L.0v AU Ly LU R
HEN DB 1.2 ZOMtDEIER
HAOEG LRI L <13 19%bLE 1%k A
EL A
PTenEs Jote WEE ()| B AR SR, | RO R %,
T i SRS >k, BIE. BE. % |SR BE. O3
cee - LU R, B
LR A R T 55 | (B, EBh | SSRIDREC & b Mk EZ gEQ%ZL e
SRR AR M, MRSE) FHESNT RESEESA, Chb0 - o T T
zl/%T:)\/%%Eﬁu VWBHDT, TEL RS | A EOHAIC KD B Egg;?ﬁ;@ %%ibégzﬁv Tﬂfiff?m/
R amasn| ARHIAT 5 2 DB R AR NY VT BIEER. |2 = F R,
N EEES, WE LY. K| K
1 R RH YA W) e
o CH), BT
T ‘ B FLET (B, | M
T T3 FLT75 X RO 707 5> AR C ORAD (% s s T
FLTE TR AL (16%) L7z |ET BldEEL NS, , e &) JIE
[16.7.2 5] HEDD 5 s i e MEET,
B BB N C28t AS[H 2 . A
ﬁ:?;;gag] i%(u{sc(r))o;m%/z)oggmg Pl ALT# fil. ASTH#|LDHH AN, AI-P# I, &
1.3 (N o 1D | HEEZH5NS, - LY Pl
EE (26%) Hab s g i, y-GTP#n ili}/iit/n Ein. Ei#ECY
DHEN D 5, i : —
FLa—L FAIEER. B0 &R | A7 £ OB (ER 3R 5 gﬂ?@ﬁﬂéggi‘iﬁgwﬁﬁiz
(#kiE) BT EADE L, ATVRVA, OS> i mﬁg‘gmmahﬁm P
Al TR OB R = 1 i sl )
Tbxéo ~ EE;& PYRERY P
QUER &S 7 = & 4| QUEREEC T B2 1A (i |- & DQUER [P B WL Q0% . | RIS, REVLE B
5hTLHHA 5%, RIS B 52 s \ LIPS, P B
[9.1.6. 11.1.8 18] 5%, wicak & B0, RETHR
2L E ) KA A0 L5 P A | BF R 2 & D CYP2BOR B R
L. HEEAHEES 55 |CYP3AAHE S h. AKH : : o — i
N5, DREHBES N 20 & B H#E iﬁgﬁ%;g{é BRI | AR SO
Ex6N%. MR
RN, P, R, | R - R
1. BHEE IR - A HeAEREE (SDRRRAE, 5500 THRMEE, Zoh(l
o B R . . WS, AREE  |4F
ROBIERMH5ONBE I ENHHD T, BRZTFITI/TO, . . GRER | EE
RENRD 6 NHEIC RS EHIET 5% B L NEE T 5+ AR % UGHE. BRI,
>z )
e BEAMD. B3 L AT |FRREEET
11.1 EXBEIERA OV, R, REE | B UYL
1.1.1 £0ONZVERE (R Rl - T
R, feim, B, S5, R, TR, R, BOE. B A
R, AT, BEMERNREENH6DNHEND BRE. 21 (Rl |WE. BT RAE. 1| REus. 7k
50T, BEPROOSNLHHICIEHREGEZRIEL. FEHL K " BFE) j ”?gﬁ&ﬁiﬁﬁﬁ PREERT 2
AHEEOLEERE L HICH ZAB TS 2 L. 2.2, o e e g
10.1. 10.2 8] BV BB

11.1.2 BMEREE EEARH)

MEORRE BT, SR, MEOEE). FiT

ENRFL. TN ERERRDPHOND5EPH S, T
HRAE OHRBICH 5 bNBE I ENZ N, BICEET S
Z &, BEDIRD SNIGEITIE. FUEERAR AR ORS
ZHIEL. BRHL KABRSOLEEEE &b ICHEY) 2 0B
ZITD 2 &o AEFHBRICIZ, HMIROEIMLIMBECKD EF
WHOENDZENEZL, oo IATUEVREES BBRED
ERDPHENZZEDNDH B,
11.1.3 =& (GEETE), SE (EERH)
[9.1.55H]

11.1.4 FTHERERRE (BEERHEA)

FARE, F#. BEFPHSDONEIENHHD T, BEIZIGL
THHEEREZ TV BESRD SNBE I ERES2HIEL,
W) BB EITH T &

11.1.5 \ARKIVE Y TES S WHEIREE (SIADH) (SHERER)
&7 b U Y AMAE, EBBEME. REF Y7 LHERTEOHE
M. EIRR, EE, BEEESEEESHARAILE Y RESS
WEMERE (SIADH) B o6bhbZENHHDT. BENRD
ENTBEITIZEE 2 IR L, KOEBROFIREEY) 2 08 %
Hr2 k.

11.1.6 hEMRIFFERAFAE (Toxic Epidermal Necrolysis :
TEN) (BHEAER). RISHEIZIRAEIREE (Stevens-JohnsoniE
1R8¥) (BHEERHR)
REVPROONTHEICZEREGEEZPREL, BIBEREFRILVE A
OEEHEDEY L MBZITH &,

13. BEKRS

KEIDOBERS. LIABOBEBERS EMFCTLI—ILED
FAEIC K 2RI BN TRES N TV 5,

13.1 fEIX
1EHER, BREEE (BD - B, SR, B AT, HSE,
RAE, ZEMOE V0Lt bV HOBWERETHY ., £
NICEENRO 5N,

13.2 W&
BEALBERIZH SN TV L, FEERBESSEOEY) 2 0B
BITHT &, EHEBEOOSNZ VL, KEIRIDOHABESIKE LD
T EEIRIR. BT MR & OSSR ML F D 2R T
A4S

14. BRALDFER

14.1 EFIRXHEHOER
PTPEZEDEAFIPTPY — F 6 MO H L TR 2 L5 EE
T5H5Z &, PTPY— FOBREUTE D, BEWHAE A BEREEA
FIAL, BICIFEEL2 B L THERIARFEOEE 2 aHHEZ Hf
HITHIEND 5.

15. ZOft0FER

15.1 BRARERICE D <15k

15.1.1 B CTEBSN LRI ORERESOBHEEL2ET S
BEEZMRE L, Az aCEBORS SAIOEHR 771K
Xt BRER R R OMEHERICB WL, 4R TORETIE, BR
TEPERENOHRRDO Y AT WD ORISR TSI R
EHBLTED 5T



7B, 5BULEOBREICBY 2 ERSESLEHREROFEIOY
27D ERIIBEOENT ., 5B EICBWTIZZD Y 27 W
DU7zo [6.10 7.0 8.1-8.4.9.1.1. 9.1.2. 9.7.2, 9.7.3 &&]

15.1.2 FI50BLL B2 /RICERS N2 BENOBEERBEICB L
T, BRMtL O b= HIRDAAEER RO ZRR5S D%
EURI DHEBRESNIEBET, BITOURAIHPERLIE
DHENH 5.

15.1.3 WL CEB S N-BERHBRICB W T, RElZ & TERDY
o b= UERDAAEERSEFREEZELS . ZRRIC
HELZEZ USRS SN TR 12,

15.1.4 BT LWNABEEOFFRHICOWTIX. ZOEMERD
TREPHEL SN TV,

16. ZEYIENEE

16.1 MoRE

16.1.1 BE%S
R AEE (641 2L k5 Y 50, 1005 0200mg* %
BRICHERORE L-BORSIEFRE (Cux) EZhT
N15.1. 30.8% 1190.8ng/mL. Ifil 4 H 8 B - B¢ [ 4R 1 AR
(AUCow) t&ZN240.557, 1.081/%0%2.975ug-hr/mLTH D
RISV Uz £z, MmEERBEEREE (1) 1350, 100
KO200mg® 51T Ly 22 122.5. 24. 1% U23. 465/ T
Ho7z,

LR 550, 1005 0200mg® #HEHES LAROL L E 5 ) > OB 5 A—5

w58 Chnax Trmax ti AUCor
(mg) n (ng/mL) (hr) (hr) (pg-hr/mL)
50 6 15.1+4.3 8.7+2.1 22.5%8.1 0.557+0.261
100 6 30.8+7.9 6.7£1.0 24.1£7.9 1.081+0.551
200 6 90.8%15.0 6.3%1.5 23.4%6.2 2.975%+1.001
Tonax © e A B FER (PHofEL )

16.1.2 RIS
fERRAEME (641) 2L hF Y 100mg% 1 H 1 [EI10HH
HABICRKERORS Lo MBEREEIIRS 5 HEICEE
FREIGEL, I0HEORERSICE D ERE (R=2.0) 2@
2 5EE (5 1 HHE : Cunax 40.5ng/mL. AUCox 0.612ug-
hr/mL. 10HE : Cnax 69.9ng/mL. AUCo 1.22ug-hr/mL)
FEROoNLD 5729,

16.1.3 EFHIEZFEHER

(LS U VE25mg [JG])
IV k) UEE5mg [JG] &Yz 4 Va7 bESmMgE, 70
AF—=N—FIckDZNZN 18 (L)L b2 ELT25mg)
RS IR RO OH S U TSR RE(LARE 2 #
EL. Boni-EY#FHE/INT X —% (AUC. Cuax) IZDWNT
90%(E RE X [E £ 1 THEETRIT 21T - 724 R log (0.80) ~log
(1.25) o#EEANTH D, WA OENFAHESEEPHER SN
7":15)0
(ng/mL)
12 ¢
11}
10 +

O

—o— I+ rEE25mg (]G
—e— Y A{YVu7 ME25mg
Mean=S.D., n=20

W SN SR

O = N W b~ U1 O

0 6 12 24 36 48 60 80
#E5#%OKHE (hr)
EMHEIST A

HEINT A =% BENRTA—H
AUCo-s0 Crnax Trnax T
(ng-hr/mL) (ng/mL) (hr) (hr)
IV hT Y
+ + + +
2%5mg ]G 181.94+79.76 7.56%2.89 5.2+0.8 26.2%7.3
2/5;; BT MR 788048004 | 7.4443.45 | 5.4+0.8 | 27.56.7

(Mean+S.D., n=20)

MAEFEES NICAUC, CoaFED/8T X — & 1%, #iERE OBIR,
R OPROEL - RS ORBEMIC L > TR 2 RN H
o

(LS UVEES0mMg [JG])
IV RF) U 0mg 1G] &Y x4 vVn 7 MESOmge, 7O
AF—=N—FICLDZFNZN1EE (B 52 ELT50mE)
TR A B A RIS U MR R (LR E 2 8
EL. BoN-HEYEHEIST X —% (AUC. Cra) IZDWVT
90%13 HA X i 1 THBHRAT 2 17 - 72 /&, log (0.80) ~log
(1.25) O#HEANTH . WMHAOENZNESEEISHER SN
7‘—:16)0
(ng/mL)
22 ¢
20 t

—o— ¥ k5 VE50mg [1G
14 | —— Vx4 u7 MES0mg
12 + Mean=+S.D., n=20

BEE\ SN S SRR

0 6 12 24 36 48 60 80
#BE5HOKM (hr)
MBI ST A =5

HENRT A=Y SHENTA=Y
AUCo% Chnax Trmax T2
(ng-hr/mL) (ng/mL) (hr) (hr)

I hTY
50mg [JGI
VzAvu7 hE
50mg

426.80+121.58 16.97+4.27 5.3%1.1 30.8%5.5

414.31+126.91 16.48+4.28 5.4+0.9 31.2%6.0

(Mean+S.D., n=20)

MAEFRBEICICAUC, CoadF D87 X — 413, #iEE OBEIR,
R OFEEE - BEORBEMFIC L > TERZ 2 REN H
o

16.2 RN

16.2.1 REDFE
BERABE (1260) 122 k5 »75mgk BIER KO R%
ICHEERE L., B2 B L, BRSO Cnadld
21.9ng/mLTH O, ZERHSROL8. Ing/mLIZHERTEL .
EELEDREDONTZHLDD, AUCrwy Thak Otinll TR
ZIIED NG, o 77,

16.3 0

16.3.1 EBHES
n vitrollB\F 5t MIBEEEERITNB.5%TH > 7219,

16.3.2 FitohisiT
KD ORZES IR (266]) 122 F S5 »25~200meg) %
1 H1[E, 4HEM ERERORS LZRK, WTNOEALRO
HAticBWwWTb L b Vg aniz, /2. AROIMmME
ICBWTHEL T RSN BLEAT—%). (9.6
ZHE]

16.4 {35

16.4.1 L+ T ) YOERBWIN-TZAAFLELFFY 2T
HO. ZOMILBEFEORBEMIELET 5. BB, KRBT
CYP2C19. CYP2C9. CYP2B6XX U'CYP3A47z &4 72 &% 4
BOFEMARBIBEZISES LB, 2RENERZTRTY, [10.
ZHE]

16.5 HEttt

16.5.1 BEERAFEHE (641) 124l b5 Y >50, 100% 0200mg™
ERBICHERFORS UK., H5%24BME TORELED
RAHERIZI VT HOHBICBVLTHR0. 1% TH > 7219,

16.5.2 EEHEABE SEA. 26]) IZCEHELNT Y v
S0mg% BEEOHRE L2, 5% 9IHE £ CICRFPICHEE
HETRED43.5% (1Z & A EFRE) A, FEHI244.5%H Fh
TRt iz,



16.6 HEDER=ZFIZEE
16.6.1 BiEREEESEE
BHREREEEE (2401) 1)L N T > 100mg % Bk I B A
%5 L2k, L s v omEEfEeE I BREDREIC X
DEL 2 BEAER LI, ZOLAOREIZ/NS o720 (4
EAT—%),
16.6.2 FHEREREEERE
BHIEEES A2 EB#E (Child-Pugh? 5 AR OB, 1061)
2L b F U »100mg % BEHE RS U 72 R o M4 i B RS
& B & B L T Coad K765, AUCo- 724, 41515
MU tald2 3BER Lz, 720 £V MTF Y »50mg % FFHEE
FEEE (ETChild-Pughd 53 3AK OB, 1061) 1221 HERE
ROKES Lo, BERSE & REOBERPSRD 5 (4
EAT—%), [9.35H]
16.6.3 SinE
S OREE (HARAN, BHES L 2otk 8 . 65m%BlE) 12
L bIUYELHILE &E6EMRERZORS (25mg/H
»575mg/HE THERE) L. mlE DL, (B1HE30.78M. &
M35, 70 ) 1. BERRA B3 A E HBE L TREL &3
BRARD 5Nz 2,
e (FMEA BELLG LI 65 L) RUBA (4t
EA. BHELIGL ZHELIGL 18~45:%) IcELbhT) % 1 H
1 |, 30H I &ERO#S (50mg/H A 5200mg/ B & THE)
L7zo BABMO BRI EHOCraddl17.5ng/mLTH D, &
& (B H135.4ng/mL. & #147.1ng/mL) & O'BX A & 1
(165.6ng/mL) ICEE~A{ED > 7245, AUCICIEWE N OB T
LEBRLEIIRO SN -722 %, [9.8 8]
16.7 EYMWEEER
16.7.1 OILT7UY
R ABE (1560 1<tV 59 Y REERS (5S0mg/H2» 5
200mg/H® £ CTHE) FIEKVOEESERHBICTILT 71 ¥
0.75mg/kgz BEREOHKS L, JL77Y>roFabtarey
FG R AR N (AUCo-n0) XM EHE SR 2 KB L 2o
TILRTY D ETLT 7Y YOHARSICED,. DT REDS
BRLREAPBD SN D (AAEANT—4), [9.1.7. 10.2
Z ]
16.7.2 MVJIZR
ER AR Q561) 1TtV b5y v RERS (50mg/HA» 5
200mg/H® & THEE) MECHRER2HEHICINLVLT Y IR
1000mg% HEEARNZE G L0 ML T4 3 ROy gk
BEtl7ze ¥V RSV ENLTY I ROMHBEESICED, b
NTHZIRDI )T T ACEERETARD 5172 GHEA
T—%). [10.2 2]
16.7.3 IAFIY
A B (1261) 12> A F Y >800mg# 8 HREIRERS L.
BE52HBEICEIL FF Y 100mg % BE RS Lo L
NS Y OEMEEE R Lz, YAFIVOMAICED. 7
T RFRRFICHEREIL FT ) 2 DAUCKH13KI50%. CrmaxX
U123 8925%3E AR L7210 (AHEAT—%). [10.2 1]
16.8 Z it
)L k5 UEEI00mg [JG] 3. &8/ R % 2 E0OERHH
OEMHOREEHRBE T R4 > (PR24E2 A9H i
FE 02205105 FIFE2) | 1cETS &, LT Y »5E50mg
[1G] % iZHERIAIE U7AHRBORBR, BHEHIIFRS &
ESN. EMZENICEZE L RSN,
F) AEOEZHAEIL 1 HI0MgE TTH 5.

17. BRFRAEHE
17.1 EERUREMICEIT D55
(5D%% - 5DiREE)
17.1.1 EAEE IARUSE ME5EER

ATHAZE ARAER (POR) - DJEMERD . ATHASE IAEEREBR CREMRL)
BEASE AR ER. B IAERER (B DIBENRL . SBIHEFE (B
R, 7y abinERIERE,. ERERBRLROERZSH
Bafed (Br8ilbr) LBaE. L ho ) VIERIEOHER
1£55.7% (491/882fl) T -7-. WHEIFE CHEMNZTD 5Nt
WEFICBLTYH, BET AL THESRD SN, 12750,
FBIAERBETII NIV FUVERERCTY 2 Y S5 VIERE
BT 22 OO ZEEREEHBEA TON P BREICD

WTHER ERE, H20VIEZENULOMEEFT 22 & 13HK
ESNEh o Tz,
B2 gET U7z B 8 BB ICHMINHEE 2 A Re (B9
HMEE) L7235, BUERRBIBEEIL51.5% (497/96541) TdH-
7oo FERBIWERIZEDIZ.2% (127/965641) AHER12.3% (119/965
Bl CIAEZE10.2% (98/965611) . SEIE6.8% (66/96561) KO
THI5.0% (48/965f) Tdd -7z,

17.1.2 ERSE IEHER
FEFMEETHA LI NTY VIEBRIEOFEMREKIIE.5%
(10/11761) TH D T5EARD19.5% (23/11861) 12~ #
ETICERIEY? o 72, F7z. Kaplan-Meierik iz & % FR-FE
FOHEEIE, S, LIV T VIEREOERRIIZEEHH
ZELTCT I RITHRTHREMICERIES#ER L, Bl
HFHEIEE Th AN I~ 25 DFFHIRE (HAM-D) &%t
MOBINE Y7 2 RICHRNTHREICERICAD 2 <, Quality
of Life Enjoyment and Satisfaction Questionnaire
(Q-LES-Q) 2T 7ICBVTH I I RICHNTHENICER
REN, —EERBICBWLWTED 5 NP,

A3 R IE B O AR
L kT VIRERERE A A
(RERI%K @ 1179) (RERI%K @ 118)
ZEEHHE T - ZEEHH T -
FARARE R FARARE kR
HAM-D&EF&Y 8.3+3.4 6.3£6.2 8.143.3 9.7+7.2
LR WBEICB 81.2% 84.6% 87.3% 67.8%
BuiER (95/117) (99/117) (103/118) (80/118)
Q-LES-QAa 7Y | 62.9+11.2 67.4+15.3 64.2+10.4 61.3+12.6

a) Q-LES-QRAATICBI BT - IEBEOEREI166]

b) PHELIZERZE
BIEFFIRSEE 1. JESMII06.2% (239/36141) THV. T
BIfERIZED, R, ONER. R ch-o . $2. ZEHE
BHITIE. L b5 VIERBIER29.9% (35/117f6)). T &K
BE31.4% (37/118fl) TH -7 EREBMERIZ. EL TV ¥
EEMERE R, IR, FEto v, TRARVOEETRE TS -
7":30).31)0
LIV b T AMERRIEE R WAL K > THEOB S NZS D
REODEREMZAETTILREIVENTVS I EZMIEL
e D OREBOWBICB I BEDETIE. TTIHETENT
WAHHOE (MY RUVERIEROT 2 MY 5 VIERRE)
EEED D VIEFNL LR H 2 T EEMEIEL TWE W,

(INZv IBE)

17.1.3 BN DK% U5 MA5ER
AIHAZE M AHEER. S IR L VT v ¥ A (iaEH I ER
A (BF3#Ba) L7ZiBa. tiERIZT2.7% (352/48461) T
Holz. MHHAERETURITBDOONZVERICENTDH, HEE
T5IETHMRERIPRDOSNT,
BIVEFAFEIRSARE1374.9% (384/51301) TH -7z, FRBIWERIX.
H029.6% (152/513%1) . EER20.7% (106/513f%1). FEIE9.6%
(49/513f51) « #19.2% (47/513M61) « EINEZIET7.6% (39/513f1)
FEIMED £ 1W7.6% (39/51361). BRIE6.6% (34/51361). &
BARIR6.6% (34/51361) . B ARHEE6.0% (31/51361). EARHE
3B5.8% (30/513) Td - 723239,

17.1.4 ERSE 0185 5R
S5 KB L kT Y L 25-T5mglE (EFIREE) . 50-150mg)
B (S5HER) O3BET_EEMEERES TR,
ERBABE TSI ARABLEOMICEREZEIROSNE D -
Too Fiow N2y JRIEOEETIE, HEHTOREREICEER
TR H NP, T RICHRTCEHERCREE L
BDIIERD N7z 00, BAEFICBWLWTEREZED
WERD HNTz,
BITEFRIREERE 1. (RAERET55.3% (26/4761). BHEHT
56.8% (25/44f1) TH -7z, FERBWERITEHEBRTRH. &
RECED, BHEHCELTH -2,

17.1.5 EASE MABEER
FEMAIER TH S LI N VEREEOFRRIZ10.1% (12/119
Bl) THD.TIEARDI3.2% (16/12141) IZHRTED - 7275,
FRZIRD SN, o7, T2, Kaplan-Meierik iz X 2 FH
M- OHEEHEL 5. vV h5 ) VIEBRIEOFRRIITE
BERHEZEL TS RICHRTESHES LD EE R
BoNEPoTz. BIRMFHEEE TH 2 2MWBEICB I 58



BR Ny 7REORK S=y 7 BEEEEFMRE

(PDSS) &AEtHICBVW TR ZETERICBWVW T, I Rickk
NCREINICER L EZDPRO 5N,
AR B o R
YL b5 VIERRIERE 75 REE
(FEMIE 2 119) (REI%K < 121)
—EERH T - —EEREN T -
L ik BifG kB
SRBBEECST 100% 89.9% 100% 74.4%
BUER (119/119) (107/119) (121/121) (90/121
=y 7 FEDME
4 (E/E) o 0.8%1.7 0.6%1.3 0.9+2.1 1.0+1.8
PDSS& & 5.7+3.6 4.3+4.1 6.5+3.7 6.4+4.7

a) R E HE UM &2 M L 72

b) FHEAEERE
BITEFHZETBE L. FFERIATRL.5% (321/394f) Thb . E
HEWERGED, EIE. BERTho/z, . ZEERHATI.
26.9% (32/11961) TdH 0. EEERIEED. HFE. AR
BRE. FTRIKOETFTH -7 9,

17.1.6 SLEARSTERREER
NoFtFraEpe L ZEEMHERE (BERFTRER
HE) 0B 2 EEFHAEIEE Th 512 - kR OPanic and
Agoraphobia Scale (PAS) &EtEICBWT., L FFY YD
BRI S OF T U EREETH 572,

Panic and Agoraphobia Scale (PAS) ##tsl (Efficacy Evaluable Set)

R : -
S +) 11\2’(7))/ /\DTL’;:’%/
FEF ST (5% (A 190160 s s
BEAHTHOE O5%AEER 0.9 (3.0,1.3)

a) N—R 51 OPASEFHETHE
LIV~ T ) VARG SN IEERAORER14761510041 (68.0%)
2243 DRIEFR P FIR Liz. E4BIEAIZED3041(20.4%)
ERR30MB (20.4%) THI226 (15.0%) TH -7z,
F) AEOAZHAEIL 1 HI0MgE TTH 5.

18. EINEIE

18.1 {FRKER
YL hTY UEBERMNtY O NS O ERICEET At b=
VHEHRDAHEEE BRI OBRMICHET 28 TH . M
NOYFFARRICE TSt 0 b= VBEZED CHENICE
0N UHREEEZTTETAHDEEZSNER0,

18.1.1 v " F MY —LZHWEEEICBITA, LILE
Tt b= VED AR B50%HIEE (ICs) &
0.058umol/LTH 0. LI rFVYrHtu = EDAAHEE
FERIZ ) VIR 7 »UX R8I VAL AR PEEERICHAR
F201EBIRMTH - 72 (in vitro) .

18.1.2 7 v P37 VINEESZRAWZRBEICBWNT, L
T viEta b= VERDAATMICEWEIEEZRT A 7
RLFUUZEE (s o B)y FIRIVREME LAAY
VEBIA CAY I VEZARAE (H) ko b= UZHME (5-HTias
5-HTis. 5-HTips 5-HT2). ROV I 7 U ZHRMEANDHES
A 2723 (n vitro). 7z~ RZBIT BN/
L7 RLF) R, R VERERKROCLAN) Y ET
FLaY UHRRADTERLICE VAT HTEHPERICEEL K
F& B o72%,

18.2 i35 D1ERA

18.2.1 <~ 7 A % F W\ 72 BRI K VKB 12 B W COR B IR fE 2 5548 L
7':40)0

18.2.2 v &AW BRHIKIKEERIC B WL TR TE) OKER
) OWAEIIE L2,

18.2.3 BEEE T v MO EHFESH OTTEZIH LY,

18.2.4 I A ML AAGICKZER T v FOBEFEHEDED
ZEE S,

18.3 FIAZIEA

18.3.1 ¥V AZFAWVWIE AT AFEBVELRBEICBWIHTIAE
B UITE 2 %] L7229,

18.4 S5-HT.ZHAMEHEIC L ZBEREFERA X B1ER
m-7u0u7 x=)V¥EXRFI Y (m-CPP) OHEICLST v b
DB FEBE DD 2 R L 729,

19. BRI ICET BIEEFMFR
—f&4 1 L b TV VIEEE (Sertraline Hydrochloride)
k24 @ (+)-(15,45)-4-(3,4-Dichlorophenyl)-1,2,3,4-
tetrahydro-V-methyl-1-naphthylamine
monohydrochloride
Ci7Hi”CILN - HCI
342.69
HEOEREOMERTH 2.
A5 )=, H )= (95) XN N-TYAFLT
LTI RIZRRBTRTL Y= (99.5) I
RRBFITL L AKITBETFIT W,

HFR :
DT
MR

CHs

22. @&

(IL bS5 U VERBmME [JG])
1008€ [1088 (PTP) x10]
()L b5 U VER50mg [JG])
1008 [108 (PTP) x10]
(L b3S UVEI100mg [JG])
1008 [1088 (PTP) x10]
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