&) VIATRIS

* % 2023F1 AT (BB4M0
*20214F9 A UET (45300

Bk SR o
AR 34 B SUVIE 47 ST

EROELO b= B AHLBEES
IV T IR SR

DI OIP 5250,

“ ‘f‘)ﬂ’l‘ £t 50mg
YOI & 100me

JZOLOFT Tablets
wIVIT ) SRS OREA HIEE

JRIZE, %77‘%125’&5’:@

Jxf) D7|~ OD$2 25mg

Jxf) D7I~ OD#t 50mg
=LY OIP obs 100mg

JZOLOFT OD Tablets

i) EE - ESOLGEICL YV EHT A2k

BAREERIEES
871179
25mg [ 50mg 100mg
ABES | 21800AMZ10353 | 21800AMZ10354 | 22600AMX00514
B 5 B 4A 20064%7 H 2014478
OD#i25mg | OD§&50mg | OD#El00mg

APBES | 22600AMX00868 | 22600AMX00869 | 22600AMX00870
BR 5% B 48 20144121

CBR (ROBHEICIES LAV L)

2.1 RH OO LBBREOBRAED & 2 BE

2.2 MAOMER 25 & %\ id# 5 kR I4H B DA o B3
[10.1, 11.1.1=H]

2.3 ¥EY FEEGFOEE [10.1, 11.1.85H]

3. #Emk - MR
3.1 88k
W5e 44 YA Vn7 MEdmg | Y4V 8 7 MEs0mg | ¥ A V87 MEl00mg
1E 1 1§
RV RS v b5 KRR Vb5 YRR
A& 5 28mg 56mg 112mg

(BVbFYrELT | (RVEFYELT | (BVETFYELT
25mg) 50mg) 100mg)

MRV T— 2, ) YERAREANVY T AR, B FaFL SOtk
mOMOF | va—A Fr TSI a— VS M) A AT T VBT AT A
Lraxu—A, @itFy v, KU R— 180, vy uT—)

YxAvu7  ODEE | YxAvu7 hODEE | YA a7 bODEE

i
i 25mg 50mg 100mg

1§ 15Er 15
LV b T R Y b T R v kT R
H %K 5 28mg 56mg 112mg
BV b)Y LT | (RVEFYVELT | (BVEFYELT
25mg) 50mg) 100mg)

Ml H—2, ZJOARE Py, e Fadd7u bt —2A, 7
ZUNEEIZF OV - AF 7Y IVEEAF VIR =GB, T/ T VF
WAZ )L —braRY<—E, €/ ATFTY)VERZ) L) ¥, R) VL
N—= 780, AT 7Y Y TTUNKERST N T AL VAFNVERY) O
FH oo TEMLT A FHREW. D-~ Y= b=, AZ S ABET VI VR
XTI A T abiRiRI ATV, ATT) YRR T AT A Yy
#) v b AKEW . FE

# o #

3.2 RANDMERK

HHE
Bire Akl — ERES
i) ] ]

N — |
$25mg Rt itk s o
| . a— b

8.3mm 4.0mm 2.5mm
vetvuzh | \8Y 0/ - HAY
#E50mg i = T4V z:
_ a—ME

7.0mm 3.5mm

e : wIHT—F | was
A
= B
sefvuTh | mEy
§2100me - T4V A
g a— M
4.3mm
DEE QA b/AN @ B i
OD##25mg 4
JE &
3.6mm
1
DPEF A=A :{IHLL
OD#i50mg - HIFEAD
ES
JxAvna7h - TIJ%EF‘?P)
OD$E100mg # /;k
Exd

4. WEERIIHHR
O3 24" - 5 DIREE
ONnzZvy7EE
OMEB A ML RXEE

5. WEEXIZRICEHET 2FE

(hEERE)

5.1 Pi) ORI OEGI2 LY, 24T OEE T, HESE, AEEN
DY AT DT B & OWEDND Do KEOHG 272> T, Y
AP ERZT Ay N eEETHIE.(8.1-8.4,9.1.1,9.1.2.9.7.2,
9.7.3, 15.1.1%MH%]

(D29 + 5 DIREE)

5.2 ZRH & 18R A DK 5 DRI E BE 355 2 BRI #EIG & 18

WZHGET 5 2 o [9.7.22 ]

OMER R ML XEE)

5.3 B % 18 KOG H A b L AREBE G35 I I13#5
FEEICHFT A2 L, [9.7.321]




5.4 SMEBA N L ABREOZMNIL, DSMY &0 #) 7 i ki 123k
DEEEIZER L, BELWITHEIIOMETTH L,
#:) DSM : American Psychiatric Association (K [ #i £ 5 45 ) @ Diagnostic and
Statistical Manual of Mental Disorders (K§tfigeBOZWi - #al~ == 7))

6. AERUVAE
HE. RAEE VM) v L CIH2mgx WA= L& L. 1H
100mg % Tt L. 1HIEEER G350 %8, Fn, ERICLD
1H100mg#% 8 2 70 Wi CE AT 5 .

7. AERUVHEICEET 3R
KA OFRGEIE, FHESNLERE HICEE L, LER/NEE 2
289, BETLIWHEEICBS L A0 OMET S L, [8.1-8.4,
9.1.1, 9.1.2, 15.1. 1]

8. EELEXRKER

(hEEEE)

8.1 H DIERA BT 2 BHEEIALEEIH ) . AREROBZNND
BHDT, ZOX) BB IG5 NIk EEEERT 5
BUCIZBHEORER REOZ L 2 FERBET 52 L, [6.1,
7..8.2-8.4,9.1.1, 9.1.2, 9.7.2, 9.7.3, 15.1.1%M%]

8.2 ANZE, Hlk. B, X= v ZEME. AR, SR, BoE. 8
T, e, T YT OB MEEIAE, B BRSNS S b
HIEDPHEESNTVD, Tz, WEBBIZHL TR 2V,
NoOFER - T8 % K L7HERIC BT, R EOEL T AR
S, RS, WETAPHE SN TWD, BEOIRER ORRE
DAL R FEERBIBRT L L LEDIC. IS DIEROHEN L S
N7HEId, IREELAHEST, mAICHE L, PIET 2 7% &8
Y@ %479 2 ko [5.1.7..8.1.8.3.8.4,.9.1.1-9.1.4,9.7.2,
9.7.3, 15.1. 1]

8.3 HEAHMTCOMEMM AR <720, HEMEMAED b b EEHIC
W B8 E 12 1R O B R /MR E o5 2 8. [5.1.
7.. 8.1, 8.2, 84, 9.1.1. 9.1.2, 9.7.2, 9.7.3, 15.1.1%MH]

8.4 FIEFICHRGES ARAEX. HE, B, DTS o1rE)
DOEAL K OFEER B D S b b ) A7 EIZOWTH @il %
T, ERl & BB LI &9 Lo 83 s2 &, [6.1. 7.
8.1-8.3. 9.1.1-9.1.4, 9.7.2, 9.7.3, 15.1.1%MR]

8.5 R4, OFVENRDHLDLNLI ENDHLHDOT, HEHOEILESE
B O H 2 BT DI IE H iR S5 2 L,

8.6 FEG-Hl (ko wHIk) 12 & D R, R B R F U
R, TR R OELENRH S bND Z LR ST b, &Y
LT DA EROMIEE BT, BEOIREZEL &b
LA ET A L,

GMEBA ML XEE)

8.7 WMEHA ML ARERZICBWCIR RO EZ 5 IcBE L.,
KFNZEIR LT G L v £ 9 ERIICARH OF G-k O 2 12D
WTHETT S 2 &,

9. FENHEREH I 2REICATIEE

9.1 AHHE - MEEZEDH 28E

9.1.1 &5 OiREE
P, HBRENED S bNDZ DD b, [5.1.7..8.1-8.4,9.1.2,
9.7.2, 9.7.3, 15.1.1%H]

9.1.2 BREEBXIIEBRERDBRENH 2E8E. BERSBDHDEE
H#EE, BRENSHELNLIENH L, [5.1. 7., 8.1-8.4,
9.1.1. 9.7.2, 9.7.3, 15.1.12M&]

9.1.3 BNHBEMEER IMEXRAENRKANDSH 2 BHE
FEAEIR 2 HE S5 2 LB b, [8.2, 8.4, 9.1.42 1]

9.1.4 MEMHPBVHEREEELETIEE
AR 2 E S5 2 LB b, [8.2, 8.4, 9.1.32MK]

9.1.5 TAPAZDEEHREBIIZIC NS DEIFEREDH 2 BE
K2R T e DD, [11.1.38H]

9.1.6 QTERXIZZTDEEEED & 3 BE. EHERIRPED Y VL
MESHH 5 BE
QTHEE:, L2 4HH (torsades de pointesZ &) R I TBZFN
Md b, [10.2, 11.1.88H]

9.1.7 HIMOEBRMEZEH2EH2HAL TV 2 EE, HMERRIE
HMEREDH 3 BE
b, B, MRS HRE ST b, [10.2, 16.7. 18]

9.1.8 BABXIZZDEREENSH 5 BE
RE AR L, ERPEAT2BZ10H %,

9.3 FriEEEERE
I I ATE R L. AUCK UCua KT 2 2 058 5,
[16.6.220]

9.5 TR
TR SRR L T 2 W REED & 2 b2 i3, i LoF M) e
[tz EML EHENEGEICOREGT L L.

9.5.1 HFIRAMICAH B B\ IFMBOSSRI, SNRIZSHR G- & N7z okt
W L7 FA B nWC, AR OERE., Wy, #E5sst
WEE S5, EEBEIR & AR OIEIRD I EE 212 S bz & D
HEVH Do BRI & LTld, IREE:a, 77/ —¥, WPk, 5
PE. RIRFEIREE ., WFLEE, Wk, ACIHEE, 8RN, gk
SROTHE, RUFTUHE. IRER. P D& BMME. FREREON & 03
HENTWb,

9.5.2 I OFEFETAI BT, TR IZARH] & & HSSRI % 4 5 &
N7 Ao EAS e L 7R RS B O F R B & A o 1)
A7 DI 72 OWERDH HL?Y o D) BLIOOFATIE,
WR340 DU AR F L7230 A2 VRS B 0T 2 3 A Vo B Sl 14 il 75 U S 76
A A7 id, EREHOPES TIlE2.4 (95%EBHHEXR1.2-4.3) .
TR R OB O$ 5 TlE3. 6 (5% EHEIX [ 1.2-8.3) TH - 722,

9.6 RILB
ER OB HEEN OCARZOF L ZE L, A0 UL
IEABRT 22 & MEEFUFABITT 2 2 & ST 59,
[16.3.22H]

9.7 /B

9.7.1 /NEEARR L Lz ENERRBITERK L Twiv,

9.7.2 MWHNTHEIE S N26~1TD KD Dtk % (DSM-IV# 235
B wRHE LTI e R B EERILEERBRIC BT
DR CE R Do 72 L DEN D L. T2, FAFETHLNT
Ak [1.1% (2/18960)] &, 75+ R# [1.1% (2/184f1)]
EFBETH Y. ARSI TL.6% (3/18961) 12A b7z,
INSDOFHREARK L OBEIZIS 2 TIE R WY GRS B W
TARBNI/NER ) DmBERELRZT I T2HEE A L TWRWn),
[5.1. 5.2, 8.1-8.4, 9.1.1, 9.1.2, 15.1.1Z%R]

9.7.3 WYL THEM SN 26~ 1T OIMER A I L AR (DSM-IVP |2
B A5 2aGe L7 BB o EERILERERIC BT
BEREDPHERTE ol OGNV D 5o HiGRBIC THKRMERX
XA LN Do 7205, ABEREIIARFIEETOHRL.5% (3/6761) 12
LY GEYHZ B TRANINE MG A b L ABEE RG0S
HIGEA LTV, [5.1,5.3.8.1-8.4,9.1.1.9.1.2. 15.1.1&H]

#:) DSM-IV : American Psychiatric Association CKEH§HliEE424%) D Diagnostic and

Statistical Manual of Mental Disorders, 4th edition (DSM-TVEHIEEEDZWT - #irh~
=27 ))
9.8 SimE

B IS BT, PR, BRRRORT 2 ZE L, HESFEIOEE

LCEEICHRG 52 L, RKANZ, & LT TRBS L5205,

R TR T L Tnd 2 D% nzod, B IS

Ffe L. IMIMEAR QWSS B2 5 B 2hhd b [16.6.32H]
10. HE(ER

ARHNZIFAHEEFECYP2C19, CYP2C9, CYP2B6Jt UFCYP3A4%ET
R#F N9, [16.42H]



10.1 AR HrALEVWI &)

S BERAELK - i B - fEbRET
oA 4 B PRAEK - i B - fERRET Fra—L AV ST, IR B | A5 & OHITE (A R
MAOR %71 SEIF, R, REE, R |0 b= ORRAEE S (i) BoEdER L TR RN, BORS >
CLEY SR (17 | EEH. BESOERSS | A BIALD b= s T F O BB ASHLS 5 41
v—) b END b, % | BELLERLND, T2
FTHFY A VIVEEE | B, MAOER O#YS % QTEEA#E T I LM |QTEEARITBZFND | JEHICE W QTIEEIEH 2
(FYLob) S BB ARA R TS 5 LT B3R 5%, HAI RN % 57 088
Y7453 FAVVEE | 286, ARG ®RIC [9.1.6, 11.1.8%H&] H5b,
L 9
S;ifﬁ%m] gﬁffﬂ%az;@% % % 20U A A Mo AT | 6F 1 1 5 ) CYP2BO J O
2 ML Rt ¢ L. A PEATHEST 5 52 | CYP3A4DS M & fu, A
cse NHH D, DRBANEE S N2 7205 &
CEVE (A9 v7) | EEVFEORMIZLD. | fERm £ LD,
[2.3, 11.1.8&1] EEY FOAUCK U Cna?®
FENLAGHEINL 72 & 1. EIH’EFE

OB BT,

YEY FIRQTEE#F] &
T LDDHDOTHRHA
EHHL AW k.

2 BHAEER BHRICEET3C28)

A

FRARAEIR - R TE T 5

BeE - bk

AFIFF == AR
K (AFL v TN—)
[11.1.1z8#]

tu b= VREBERESH S D
NDEBENDH 5.

1 R 3EF OMAOKH % 8
W&o b= U AERAH
HENDEEZLND,

DESVARN
[11.1.1%H]

L b= CEEREORER (8
il (oA EEY R, T -
HE%) "o bhsbZ ks
BHbo TOL) BIEREH
SbhNHEII. RE L
PERZEDW S & % v iz v g
nr—Jok5cmikd s
7 YR E AT &,

PRV NEES /N5 N P
IMAOMHEEMZH S %0

5-HT o2 2R SR
A~ M) Ty v any Bl
VI N)TE Y
L YT Sk
i3

a0 B T 1 i B)
FRESE, SREL, A2, M, M
FTHHOONLI LD D%,

AT Z RS &5 B
INHH 5o

* %k

b I~ N — VR A
#

AH N IR

R A
RF Y IR G A )
y vy = ViR
FEAIIRAIMNVT 7 VR
ALK SRR R I & A7 51
PEST A=Y vk 5|

L-MN)F LT 7 2 EHT
2 i)

T3/ R

HER I 53 e

/gt rFY vy (St
John's Wort, > b33 —
YR T—= ) EAEE

o b = IEA RS
LBENNH D,

INHOHEFIZET h =
TERZHT %o

L-t) 7t 77 ridkn
b= ORI HTH 5 72
O, Nt b= SRS
WELBETND DD,

tAIATFPFY VY (St
John's Wort, 2> b2 a3 —
X -J—1F) Fko bz
MERERT b

WEBR) T A

Lo b= I L 2RI
H (RS AT %8
ENDH 5.

AHEIVEH 2 R s € 2 B
TNHH 5,

ZHGRILD) OF)

SEH O PR EA L

ES PG INSYOE 3. [0k v i}

703793 CEEE TERD RSN BZND | KHET LI ENDH S,
13793 VIERRIE b5,
73 M) TS R

INT T Y TNV T7 ) roTa by | BEAY

[9.1.7. 16.7.15M]

Y > BUGHRER i #T HAE A
TR (8%) L7k ot
Hhd 5,

A OG- % MRS L <1k
HIET 2841k, Ju b
CEVHEMEHEEIZES
E s R

ROBEWERDH b D Z EHHDDOT, BigkE a1 TV, B
AR O N B AT G 2 kT 2 7 S 2 LE AT 2 &,

1.1 EXEENER

.11 &0 =R GHEARH)
Age, SRR, B, BEEL. SEIT. TR FEEL WL, R, SEAR.
IF A, HEMRREZESE D HbNDLZ ENHLOT, £
WATRRD NI AT G 2 ik L, ARG, Rt ey
BHE ELITHYRMEERIT) 2 &, [2.2, 10,1, 10.28H]

11.1.2 BHEERSE GHERD)
MEBYHRER, SRIEOFERE], T R, IR, (T OZD). TS
L, TIUH I ESMERBD RSN DA H 5o PUsHIGH &
DFEFFAKRZSH NS T ENSN T, FIEET LI L, BEN
TR B NI AT PURB A B O H O 5% ik L, AREH,
KAWAEHEORGEIE & O ITHY) 2B Z 1T & Lo AIEFETIRE
121, AMEROBINRPIECKDO LANASNL Z L%, Fz.
IF O VREMND BT AASNLZ LD H b,

11.1.3 &€ GHEAH), BE (HEAH)
[9.1.55H]

11.1.4 FHgBEREE (HEARW)
AL, JF%, BHDH 5 bNDE T ENH LD T, LEIS LT
BEREMAE 217\, BE D0 SN E I3 RG- 2 gk L, #2%
WiE 179 Tk,

11.1.5 FFRFIVE > REEIBIEREE (SIADH) (FHEARW)
KF by AMAE, EEESEE, R ) o A PE R o,
FEIRIR, A, AR A ) PURIR AR OV B & AN WA 5 T
(SIADH) 25& 5bid T WD DT, BHITED LN HEIC
PG 2wk L. KSR HIBREEE ) 2 L 2 479 = &

11.1.6 thEMFRKIBEFERAEIE (Toxic Epidermal Necrolysis: TEN) (48
JEAH) . REBHEEIRAEIERE (Stevens—JohnsonfEfREE) (HHEAH)
B DFRO LN A G2 Ik L, B R ARV E VA O
HEQ#HE) G217 T L.

NA7 7F747F%2— (HERH)
TFT 4%y — (WPRKEEE, e, MERES) »dobhsd s
Pl RY: SR

11.1.8 QTER (HEAH). D= (torsades de pointesz&T)
(BHFEARB)
[2.3. 9.1.6. 10.1. 10.2&%]

1.2 ZOfDEIER

HY LA 1) 588 5 % 5] SR (S, BB, | SSRIOFS-12 & 0 li/MicsE
I BB w1 MIREE) HHE SN T D | FiAHES L, 50
Tz FT VYRR DTIERLTIRGTHT Lo | FH & OHFIC & 0 i
ZBARBL) O AR B2 END %o
TAKY YEQIEAT T
A FARILIIEA]

TNT 7)) v
[9.1.7, 16.7.1Z%/K]

iR MVTEIROZ )T T | RFIHZ OFEF O & FE
MVTH IR AN (16%) L7zt | ETr20EEZONL,
[16.7.22H] HENH LYo

VAFTY AFHNDAUCK UCrax IR | AHI OB HE S 7z 7z

[16.7.3%H]

(50%- 24%) KUt 2OiEE
(26%) Hid &7z & O
AdH B0,

HEEZHND,

1%20 L

19 A i

SRR

iR

BRI CRRIRSR) |

SELIRTE

V¥ F—ialR, R
&L R

B G AN
R, BUE, K5

iR

TR (15.2%) BE
TFEIED F v R,
LR

RS F o, BRE
R BHEANHLR
ERFEE (THT Y
T SEARIMEEIR,
HEHEL WELY
AT I
5

AR,
AFAT—, YA
== JTEE. KA

TR SR
(€2 NNV
TS, B, H
PHIE Il




JE . HES

P 7

1%Lk 1% SHEEA
TR BhyiFE R VR, 1
JEARTF I 5
IR
JHFJis ALTHihN, ASTH{ | LDHHAN. Al-Pg
. y-GTPHEM |, ey e~
B, EHEE) v
R
I FIIMERESE L | /R A S
WA HLERRIIN, SEBE, IR I
MREG A | BT
T (S,
B, (MRS
HLER LR (20.3%) | | BhREE, AROTHE | %
IARESR, T -
AR, AL, R
AP, M. MR
SEBIE 595 ) HEE, | RGBS

WR - ARG

HRRINEE, FRAA.

BUR. PERREREE
(BHHRIE, FH5EE)
AESR) . HREREE

PRKEE - R, it
IWHE, AL

i - B Wb BYRIRE B
IR (T
B SR,
PRk e

TR - 5w MEHRBA, #a | FURBRERE T A,
LA a— VL | B A TIE.
IRAE, PREH AR

fiE IR 52
% k| Z o SHEL | BEDE, B, L | SUESORONE, R

FRE T, Fod | BRIk g

JESEE, 957\ SR
13Th, EIE, &

WA, RERN,
KR PEIZAE, & <

O, BESE

13. BERS

AFNO WP, IARHK OB L WF R 7 )V T — ) & Dbk
I X B THIANEI T S Tn b,

13.1 fERK

A, HBRE CE-NEAE) |

RO LNz

13.2 @&

SEIR. Rk, AN, fERR. B
FHHOFT VO L) O b U UORIEHTH Y. ISR

FRERIY 2 EEF I S LT Ze o TR SRR 555 O @) 7 L i %
119 2 &o BIEIZED SN ve RFNIDMBEHARE VDT,
SRAFIBR . BT IR S OSSR IE & 3 D BRI T\

14, BRAEDEE

141 ZHZMNEFOZE

(BT

15. ZOMDEE

15.1 BRER{EAICED 153K

15.1.1 MEHLCHER S N72K ) O ESORMRELF T 28
BEARE L7z, BAZEGOEEO ) SHIOE 7 2 KRR
FERRER OB RIZB VT, 24U T OBRETIE, HEEES
HBRBROZEBLO ) R 7 D3P0 OFEGH T T T LR B L ik L
TEP> 72,
B, BRI EOEZIIBI L HABEESCHBEROIEHD ) A
7O LEFHIFFED ST, 65 EIZBWTIEZD ) 27 29 L
720 [56.1. 7., 8.1-8.4. 9.1.1. 9.1.2, 9.7.2, 9.7.3%MK]

15.1.2 FUB0m LA L % b SIS FE N S 7z O ERIZB VT,
FPUE T b= B ARLEA N =R/ O#l % SHt)
DK FHRG ENBE T ERO) A2 B LA L OWEDD S,

15.1.3 M/ CFEM S N BRHERIC B VT, KH 2 &4 E RN
O b= ) AR HEHRI DR TR A 2L S, TR
%52 B EEED RS ST w a1,

15.1.4 BRUTWNARL L OPFHICO WL, ZOHERERL R
EWPHEL I N TR\,

16. ZEMENRE

16.1 MARE

16.1.1 BEEKRSE
BEHERC B (661) 1240~ 51 50, 100 U°200mg™ % £ 1% 1 H Il
PG L7z Ot AR E (Crax) 132 4021115.1, 30.8% 0°90.8ng/mL.
e EE — RERT AR FIEIAE (AUCo) 132 412110.557.1.081 5 U°2.975ug-
hr/mLCad ) AR L 720 F7z, e EE] (te) (350, 100
B O200mg™ G-k Ly £i2i22.5, 24, 1023 AR CTdH - 729,

100

—— L k51 > 200mg®
e )L 51 2 100mg
= IV T >50ng

I8P (ng/mL)

0 24 48 72 96 120 144
Be5 R (hr)
HLA% 5 0 A i e
£ k7Y 50, 100 0°200mg™ & HEES L2 BE0 L)y b T ) ¥ O E)
BT A—F

PTPAEDFEHNIPTPY — M A SHU) I L CHRAS 5 & 9 #5384 5
Zto PTPY — M OFRMKIZ XY WG AR5 LR~ A L
WICIFEILE B2 LTI S0 EE 2 S IHER BT 5 2 &8
Hb,
14.2 lRABEDER
(¥ z4v07 hOD$R)
FHENIFHO LICOETHERZE S5 L ET 5720, KL
THRATHETH 5. £72. KTRATAHZELTE 5,

et Crmax Tmax tiz AUCo-e
(mg) n (ng/mL) (hr) (hr) (ug + 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
2007 6 90.8+15.0 6.3+1.5 23.4%6.2 2.975+1.001
Tomax * 55 1o i FE F JE 5 CPIgfiE + Lk fE )

16.1.2 REHRS
TEHER B (661) 12V k5 > 100mg# 1 H 1110 H B A1 BUER
455 L 72 e o M v i B 13 P 55 H BICIEmEmIRERIE L. 100 Mo
PG E ) R (R=2.0) 282 5%M (%5 1HH : Cnex 40.5ng/
mL. AUCo2z 0.612ug - hr/mL. 10H H : Cuax 69.9ng/mL. AUCo-2 1.22
ug - hr/mL) EF80 SN po 721,

16.1.3 £MFHFEFM
fEREMASBME (2061) 123 =4 Va7 bEs0mg kHY) Ligy oA
o 7 FOD$E (OD$E) 50mg (Kb ) Xidk7A L) %270 A L —/N—F|2
TG HE RS LB oSy b5 ) ViREHEE (VoA
07 MEXIEY 24 a7 PODEE (K% L)) ROSEWEEE ST 2 — 4 1E
DUTORKEOEDEY THY), VA0 7 MEE ODFEIZEWFAYIZIE
HTHDH I EDPMERSINZY, F72. 0DEES0mgld. OD$E25mg ik 'OD§E
100mg & A HZBEBIAFEETH D o EYFIICFESEE A Sz,



20 -

184 —o— VA7 FMislng (n=29)
16 —-A- Y1107 hOD§50ng /K72 L (n=29)
14 4 S + R U 3

1fi4E 1 (ng/mL)

0 12w 36 A8 60 12
PG4 0ER] (hr)
TrAvu7 ME kKdY) XiE¥ (a7 FODEE (k7 L) % HaE
OG- L7202 v ~ 50) VREHER
YrAva7 ME kHY) WidY =47 bODEE (k7Z LILIdkH D)
Z HARE G- L7202y b 5) » QI BIRE ST A — ¥

#l W G T tr2 AUC
(ng/mL) (hr) (hr) (ng - hr/mL)
g k) | BT | () | 2639313 | 356201996
;goigy\a;bg) 12.04+4.09 (4;‘102_0) 25.05+2.39 | 323.1%113.8

AP + B E . Toadd oL (FEBH) . n=29

Conax * W IIAETILEE . Toae © WS MLSE T EERIER L e - ILSEPIREE LI, AUC

HLAE T P I AL T TR (O~ 7205 )

16.2 BRYY

16.2.1 BEOHE
TEHERR AT (1260) 122V b T )~ 75mgk 228 I K O A # (2 B[l 1
5L, BEYEREY i L 72, BERZGHOCnsI321.9ng/mLTH ), 22
JEREF G- 018, Ing/mLIZ R TE . AEZEFROLNIZL DD,
AUCo=, Tmaxk Ot12lZ (3H EZEIIED SN o 7219,

16.3 0
16.3.1 ZEAHES
in vitro\2 BT % & MG EEAEIEIN8.5%TH - 7217,

16.3.2 ELit#1T
KO OFiEbES AR (266]) 12k T »25~200mg™ % 1H 1A, 14
H UL E RIS L2, WFRoBRILROIITIcBwTd L b5
Dol s, B R9H HIEREEE R L7z, F/o, FURoMEICB
WThEL T /ﬁ\ﬁ%méht” HHEAT—%). [9.65H]

16.4 X3

16.4.1 REOERBWEIN-FTAAF VLV FTY 2 THY ., oMbl bk
ORI HSHEAET . 2B, ALHHTIZCYP2C19, CYP2CY. CYP2B6 /%
OCYP3A4%: &7 L b ATEORFSEMRBTELE PGS L TB Y. SRR
B A2RTY, [10. 5]

16.5 HEittt

16.5.1 fEHEB AT E (661) 1210 b5 1) 250, 100/% 0°200mg™ % £i% 12 H
WIS L 722, 3% 512240 0 3 TORZILEO R HEER W o
HRIZBVTHR0.1%TH - 7219,

16.5.2 faEE AT (FAEIA. 260) 12MCERkt )V + 5 1) ¥ 50mg % H al#E
D&%‘Lu_h PG50 H F CTIRPISIR S HUHRED43.5% (12 & A EA
RE) A5, 244 5%A3F N E RIS 7Y,

16.6 HENEREH T 2BE

16.6.1 BipeEERE
EEERERE I (2460) 12HL b T ) 2 100mgE BRI H R RS- L7
B LV b7 oS R B R OREIC X ) R EImER L
2h FOLEAOREINS oY BHEANTF—5),

16.6.2 AFfpeE=RE
B IEE B IEF A B (Child-Pugh?® 23 3HA K OB, 1061) 12+ k5
1) > 100mg % Bl 3% G- L 72 B e rp il e A2 13, flmE i A & ik L
Ty CoxHHIL. 7R AUCo-2% AEHEI L. 12132 3GEE L2 F 72,
LV b7 r50mek HEREE EE  (ZETChild-Pugh? 73 48A KX OB, 1061)
221 H B RAEAR I G- U 7z g A 50 & AR O @R 257860 5 1722 (4
FEIANT—%). [9.35H]

16.6.3 S
D oW EE (HARN, BMSE, ZM8Hl, 65mbl ) 12tV ho) »
% 1 H 1] 5 608 B R I35 (25mg/ H A 5 75mg/ H ¥ Ti®) L7z,
EE Ot (FPE30. TR, ZoPESS. TR (. fEHERC AT P23 4]
R L TR L & AN bz,

miE GHEAL B, o1, 65 b)) RO (MHEIAL B
VELIB, e PE1LB), 18~45i%) 2k b5 »&Z1HLEL, 30H B RERT
#45- (50mg/H A 5200mg/H™ F Ti#HE) L7ze lABMEOREIERS- %O
Craxld117.50ng/mLCTH 1) . Siind (F7£135.4ng/mL. ZP£147. Ing/mL)
OB A (165.6ng/mL) 12, FREIZEK2 57225, AUCIZIE WS
NOBERMTH AR ZETRO SNA D -72, [9.85H]

16.7 EWHEEIER

16.7.1 TNT 7>
TEHER B 1561) 12V b T v RE#RS (50mg/H A 5200mg/ H ™
FCHE) WIRO¥S-22H B2 V7 71) »0.75mg/kg % WA #%5- L.
JIVT7 7Y ryO7a sa sy UnEEE AR T ERE (AUCen) &U‘Jﬂl%
EOBERZILE L2, RV TV 77 ) YOG IZLY,
DEPLRPESFELREADTRD SN2 WHEAT— ), [9,1.7‘10.225,&@]

16.7.2 MIVTH IR
RS (2561) (22 b5 %S (50mg/ H 72 5200mg/ H™
FCHE) Bk URS22H BIZ MV 74 2 F1000mg % HAEIRINEE S L 72
B MVT S I FOEYBIEAMHE Lz, EV T EMVTHIFO
BEHFEGIZE D, bV T E I FO2 )T T v RZBRERIKT A0 5 vz
HHEAT— %), [10.25H]

16.7.3 Y AFI >
TR B E (1261) 123 A F Y »800mg% SH [ K iE#% 5 L. #4520 H
128V~ 7)) 100mg % HREHTS- L 2O v)V b T OSEYEHRE A i
Ll YAFVUVOHICEY. T RIEAKICEREVET) D
AUCo 1359509 Cinax [z Ot1 20 359 25% 88K L 7210 (AL E A7 — 4 ) 0 [10. 22
i) ARHNOKEHREIFIIH100mgE TTH 5,

17. ERERBUIR

17.1 AR ORLMICEET 255

(24"« 5 DIREE)

17.1.1 RS I AR UE D EHER
HOIAE TAHBUER (PIRE - ORARL) . BIss TAHRER CREmRL) . BRI T
AHFER, B IMAHGER (MR - OIRAEL . BITHRER CREaR) ., 70454
AbiGH LB, Bl B R SRR G GI8RER) L7286
RHEN DU HEHIL55.7% (491/88261) T - 720 WIHIHR THIED D SN
BWHREIZBWTL, WET LI THRENEO SNz, 72720, B
AERTIE M T FUHRBRIER O I M) T SRR L T 2 =00
“HEEMRERBRDT O, BRIEIC OV TR & RS, &5 vid
FNULEORREEET S EIIBRE SN o7,
HRNE R ARES L 7z 1 Re8a BRI PRI A BR & I 2 A E’Jr95”rf%@) L7-%
AL BIVEMI S BIAHIE 1351 .5% (497/96561) TH - 72o F 2 EIMEMITEL
13.2% (128/965f1) A [R12.3% (119/96561) . LI %10.2% (98/965431) .
UHJ6.8% (66/96561) [ UNTHI5.0% (48/965%1) TH -7

17.1.2 B MHEEER
FEEFMIEE T 5 A OFHEEILS.5% (10/11761) THY., 7I K
D19.5% (23/118%1) 12X, #MEMYICEFICEKA, > 720 F 72, Kaplan-
Meler{k 2 & 2 Fifk — FEH OHEE AR A & AHFOFRF I ZEEHRY %
L CT 7RI TRFTICE IR CHERE L 720 BIRBEHEIEH <
BB ) OFFIRE (HAM-D) &alsoin: 77 Rkt
NTHEMNICE A7 <, Quality of Life Enjoyment and Satisfaction
Questionnaire (Q-LES-Q) A3 7IZBWTH 77 v RICHTHEYIC
BARELRUHED, ZEERIIBW RO Y,

(117) (117)

1.0 a12) 108)
18)

. W9 gy BV R
-}é (97) (96) (95)
B 0.9F
>
#
§é S (93)
0.8 G e aw
™ 7T

0.7

0 2 4 6 8 10 12 14 16

CHEERIIICE MR E TR GHE
HEBINC BT 2 R E TORRH () O ) s

Kaplan-Meieri#: 12 & 2 Rk — g iR



AR VERFAIE B 0 it

AT PERFAIIA B 0 Bt

v kT R AR i YV b T KRR AN i
GEBIE : 117) GiEBIEL : 118) (GEBIEL : 119) (GREBIZL @ 121)
ZEEHM #T - TEEM T - ZEERM T - ZEEHM #T -
LGl kg s o Bl kB ELclEs NI
HAM-D&RMH 8.3+3.4 6.3+6.2 8.1+3.3 9.7+7.2 E A 100% 89.9% 100% 74.4%
e | 31.2% 34 6% 37 3% 67 8% Bl piER (119/119) (107/119) (121/121) (90/121)
3 SE $= T&Mh:
B HUEE (95/117) (99/117) (103/118) (80/118) /m\m /(;l;arf];a) 08417 06413 00421 Lo0=1.8
Q-LES-QA 17 62.9+11.2 67.4%15.3 64.2%10.4 61.3+12.6 -
@) QLES-QA =7 1= 51 24T - di-HF o pIEE 11661 PDSS#ERT 5.7+3.6 4.3+4.1 6.5+3.7 6.4%+4.7

BIE I S B 1L JE S 0166 . 2% (239/36161) T 1) F 2 FIVEAIZE L.
IR TN TR T o 720 F 72 B T AHIE29.9% (35/117
Bl) . 75 ARMHES3L.4% (37/11861) THhorzo ERBEWERIZ. AHIBECHE
MR BER . FEhEO Fu, THIK O LIEERR Cdh - 720
RHN % N2 L > TREDOE SN2 ) DIREOFBREIZ 25T
FTERLYVENTVD Z L ZMEEL 7245 9 DIREOWF B 5 A1
Tk, T TIZRTBEINTVD2H) 2% (P FUERIERTT I M) 75
) UYRERIE) LD HWIEZENUEORIED D H 2 & ERGEL TWivn,

(INZy IEE)

17.1.3 BN I RV L HRER
FOUIAS AT ERBR, T4 TARRBR L 08T » & afbitsh btz g Gt
35tER) L8 e AR SR 08 = v 2 S Eo R (F¥) 135,200 /58 (459
Bl) THY., T - IREECIEL.500E/E (45961) F TR L. g
72.7% (352/484%1) TdH 720 MMHETHEIED LN VEHIZBW
Th, WET L2 ETHENED SN,
Bl S BUAR  1374.9% (384/51301) Td o 7o EREIEAIL. El
29.6% (152/51361) . fEEE20.7% (106/513%1). BEFE9.6% (49/513%1). F
I19.2% (47/51361)  INBZHET 6% (39/513%1) iF B0 £ 7.6% (39/513
Bl). HEIK6.6% (34/51361) . ERRIRG.6% (34/51361) . HALEE.0%
(31/51361) . F#kES.8% (30/51361) TdH - 720

17.1.4 ERS I
75 KRB ARFN25-T5melt (RHRERE) . 50-150mg™ # (G HERH) 03
HEHCEEMRILEBGRRDIT O NG R, SRUGEECII 7 7 R L O
WHBERIBO SN 720 8=y 2 REORETIE, 50T
VERIE BB TR A A SN2 7T RIS TEHERETIIAE L
WAIRDONL o2 OO MMHERICB W THELRBD RO b,
BRI S B R 1 I &3 C55.3% (26/4761) | m & EEC56.8% (25/44
Bl) TdHolro ERBIERNGESIERE TR, BIRLOCEL, BmHARET
ELTHo T,

17.1.5 BN MR
FHFFIEE Td 5 AK OF#HZEIZ10.1% (12/11961) THYH. 75 &+
D13.2% (16/12161) 12N THEAD 5 7275, AEEEFED SN LD o7,
¥ 72, Kaplan-Meieri%12 & % % — R OHEE AR & . ARF O P I%
CTHEERMEABLTT I BRI TR CER LA ELETRZ DO
Ldro iz BIRIIFHIIEE T 5 &HRUGEREICBIT 2UEE, =y 75
TEDEL, /X= v 7 EEREREEFFMRE (PDSS) ArlEICBWTIITE
BRIIZBWT, 79 RIZHRTRATBINAE AR =000 5z,

119

1.0 1)~y e
o a2 YV 7)) R
@ (109)
7
&
3
N 0.91
¥ (104)
E (95)
ATA N i
0.8
0 1 2 3 4 5 6 7 8

THEH ZH RETORFE GHE
HERWNCHBIT 2R E TORE GE) R

Kaplan-Meieri#: (2 & 2 Fipk — B¢ i fs

a) RPEASHR & e L SRAT & FEHE L 72
RIVEMZEHAIE L. JEE M T81.5% (321/39461) TH v . F4EITEMIE
L, M, B TH oo o, ZHERMITIE, 26.9% (32/11961)
THh Y., FalWEEE.C, BEE. OAIRE, THROEFCTH - 72,
17.1.6 BUERRFERERARER
NuFxbFrEREE LS EERIEAR (RERGERER AR (12
BT A FEFHIIEE T 51208 - fp1EEFOPanic and Agoraphobia Scale
(PAS) AFHEIZB VT, RAIOAMMEIL ST F LT LFARETH- 725,
Panic and Agoraphobia Scale (PAS) &#tri (Efficacy Evaluable Set)

L7y AR
JOE k7
120 117
R _ -17.5 -16.7
Eu%‘t LgEa) B
THETE S P17 (95% (S IH]) (-19.0.-16.0) (18.2.—15.1)
HEEGE S P D7 (95%(ZHIX M) -0.9 (-3.0,1.3)

a) N—2AJ A ¥ DOPASHF T
KA D G- & NI OFAEBI 147110061 (68.0%) 122431 D EIEH]
DEBL 7o EAREMEMIZ. EL3060 (20.4%) . EHR3061 (20.4%). T
#2260 (15.0%) Td > 7zo Wi O R FI 125650 15851 (46.4%) 12215
PEORIWERDSBL L 720 F2RIWER L. FE1ES 3661 (28.8%). A%
1560 (12.0%) Tdh -7z,
) AHFN QKB IZ1IH100mgE TTH b

18. ZshEE

18.1 fEFA#FF
YV b T REERE T b= SIS ET AT N = LY sA
AR A BRI OIS IHE T 2 TH ) . WND >+ 7 ARRIZE
FAET b= VR S TR0 b = R (EE R LT A b 0
LEZONLHH,

18.1.1 v MisF+7 M —2axHn75EZBIIB 5, KFloto b= >
HLY A0S B 50%HIHIEEEE (ICs0) 130.058umol/LTH ). AKHlo+ o
P V) ABBHEMEHIE VIR 7)) ¥ UE R85 3 VLY AR BHESE
206558 TH - 722 (n vitro) o

18.1.2 v FXIE Y VIWBE S 2 v 2RBRicBwT, Aflidto b=
T AR WHAME 2 RTA. 7 FLFY) Y2458 (ain az ).
B VZHER, DA ) VEFEE CAY I vEEE (H), ke b=
VMK (5-HTiay 5-HTisy 5-HTw, 5-HT2), N> VY7 XY v ZEMK
ANDFEE BRI A > 7252 (n vitro)o F 727 AZBIT BRI/ v
T RLF) CHER. FXI VIR R A AL YT TV
REROTEEALIZ L) AT HITER R E RT S o729,

18.2 i 5> o1k

18.2.1 ~ 7 A% v 7= il K Gkt B 38 W ORBYIRE I & 4046 L 72

18.2.2 v b & 7zl K kR IC BV CHBATE) OKEEREEE) O
A L 72

18.2.3 MAEKIEH T v b EHIIEE) O Ui & #H L 72%0

18.2.4 WA A PL ZABAMICL AIEW T v MO HISERE O % [AE & 4725,

18.3 MARIEMA

18.3.1 ¥ AW/ I AEBE VR LABII BT I AEE R LIT
B & P L 72

18.4 5-HTxZRKFEIZRIC L 3 BHESERD I T 31ER
m-7007 = )VEXRT Y Y (m-CPP) OF%5I2L55 v FOHISER
BOWAE B L7,

19. AR SCEET 2 E{LZRIFR

— kM %RR - 2V kT VHEEEE (sertraline hydrochloride)

b4 0 (+) - (15,4S) -4- (3,4-dichlorophenyl) -1,2,3, 4-tetrahydro-
N-methyl-1-naphthylamine monohydrochloride

553+ CirHirCLN - HCl

ot 342.69

PRI BEofEE ko RTH b, A5 /=N, =¥ ) —)b (95) LIEN,N-
VAFNTEPT I FIZRREFRT L AKRITHETFIZ v,



Lo -

AL #9230~236C
SrECAREL D Tx 107 (pH7. + 2 & 7 —IV/KR)

22, ‘@

(¥ 407 FE25mg)
1005 [10%2 (PTP) x10]
14088 [1488 (PTP) x10]
5008 [10%8 (PTP) x50]
5008 (]

(¥ z4vV0O7 FE50mg)
1008E [10$¢ (PTP) x10]
1408 (144 (PTP) x10]
5008 [10$8 (PTP) x50]
5008% k]

(¥ z4v07 FE100mg)
1008 [10%¢ (PTP) x10]

(¥ 2407 FOD#E25mg)
1008¢ [10%E (PTP) x10]

(¥ 407 rOD#50mg)
1008 [10%¢ (PTP) x10]

(¥ 407 FOD#E100mg)
1008¢ [10%¢ (PTP) x10]
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*24. XEEKRERVEVEDER
VAT ) ABEMRREE AT AN T A= 3 U
T105-0001 HGHBISIXE 2 M5 T H117F2%5
7)) =% 4Y)V 0120-419-043
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