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ZOLOFT Film Coated Tablets S0 mg
iR F H 021780 4
ARADMGRIRA
1 #R
NN 3. 5-2'0-% 5 §
ZOLOFT 50 mg 4 #)4# 50 mg scrtraline (& hydrochloride #4 &) -

LB XL Y
Sertraline hydrochloride & &4 R K » MUEN KRB REL » HIBEND T 8§ -

L E

;HCH;‘ W]

L4 % : (15.48)-4-(3.4-dichlorophenyl)-1,2 3 4-tctrahydro-N-methyl- 1-naphthalenamine

hydrochloride
X% K. Ci7HiINCIyHCI
»FE: 3427
CAS
Number: 79559-97-0

1.2 mA M

#4 & 4 4 & (cellulose microcrystalline) - &4 &€ £ 45(calcium hydrogen phosphate)
¥ ® 4 48 & (hydroxypropyl cellulose) - + 8% & #% #r 48 (sodium starch glycolate)
% i 8% 4% (magnesium stearate) - while Opadry - clear Opadry

1.3 A
ZOLOFT 50 mg RS £ A5 4% A

14 Rasim

Page 1 of 26

GEMRL —@miT L Plizer % B — @& PRE AgEA —8H "ZLT
—i@t A 50" Fif o

2. RE
B - RiBE - BHE - MAREHEASPTSD) - RXBWERBN FNE
(PMDD Premenstrual Dysphoric Disorder)

3. AkRRAE
3 AkAE
Rk

Ok -

N
Sertraline & XRA — Kk » @R Kop L APoT L -
Sertraline @8R T A B R4 A GHARA X RIGRA -

o0 eR

P R M%i0% — sertraline ;&4 B % AE 8 SOmg e A F R4 -
BREZMGRRHERBNRLZBME - 5A R bED 25 mg M — %
WA Ea S0mg - /B & SR TG D 6K DR AR A0 0 Ar 8K R e Sk
}ﬁ o

NEWME

B Ridg Bl HARBRIERBAAEBME —H7EB S0mg thH|
FRARRGAA TELENYwH T - FRAEMNERLEIHR—8 55
8 200mg ehix G A& - B A sertraline &9 Ukr ¥ KM B 24 0% o AT LA AR
SHHERBRRTRBB— R - SRR RELETRZAMBER 2@ ETLEAY
BER A RERRAE R R - LA R KiaE -

R F LR GRE BB RBA HHF - MARAALBER R
%o

LW FIRE

# BB EH 145 » ZOLOFT & # T AHH X S0 mg #4Kk F(A LR FHX) M
B A P(ERMITEE - RO+ oRARFHNTEE-X BRAGKEME
Ak F XL M) -

PN ERST SO mgAHERBARBA + Tl B F(HEE— KA QBN #T
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M SOmg)EHR 150mg RAALBIATHHRNTHEXRL T 100mg-BriE &
e iR FERLT 100 mg 2B T A —RFMMMHLZENZ
X ABAERSOmgRZAREE -
BlEmAMBEARBAERBE TRV ALHE LSRR F (AR
BMFEREOBREALACEMTHRRMLR) FRBARTMITEATM
KL ATIER -

33 RS AEAE

5 £43,]

Sertraline A 7 6-17 R &/ LA KEEH AN RS AB K AL 13-17 Ry
i 4E A sertraline Bi%sAE B SOmg e & T MR -6-12 R RIQERA
AR A8 25 mg M&E4A —BEM B HE S0meg- 5B EERRBARA
TREEUED SOmg HHBARGAE 258 200mg - — @5+ 6-17 RE
JE K518 5 5 A G985 R IXN8 BA 5T o sertraline 8 M R AR AR BHE o K
#SOmg MBREHER  LAX R LTAMEBRLRAE -

RERK D F2MEWME—E 4 sertraline PR ¥ EMRME— R 0 ATREH
#REAGEBAT N 1E -

EFEAGEARERAFFBGBEA— K CF 700 3 LEFHBA (>65 K)
4 hoiBEE AR X% 0 3609 sertraline ¥ iEEE ABABRL o BEAMEANINER
MAfost A B F B BA—IK -

HAER2RAZE R
FEsA e R &% Ak R sertraline B B4R A LIS AT KD s MR MR
6.6 M E EFN-AHER L) -

RAEFELH/AZBA

Sertraline 48 i@ §i 2 X B 4 B 40 69 SO BERR & R R 69 HE Wi /& o h # sertraline
& B RECHE o b B R A A S SRR AR B A oY #2 R 18 4K sertraline 49 B (R 6.7
BEEREEFR-FHELS) -

4. R
ZOLOFT # ik A » € 40 % sertraline i@ &k &Y 5% A
ZOLOFT # it B# AR A pimozide #h 5 A(R 7 X E/HER) -

Rk K G M 4N
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MM ZOLOFT & Af A S8z L& 5] BI(MAOIL) - &4 & 4F 4 69 MAOI
selegiline ~ T i # & MAOI (3 8% $16 88 T i 1 dep 1 #)-RIMA) moclobemide » 14
& MAOI #4440 linezolid (& — #47 & & 4. & — 46 77 it 1k JF B 484 69 MAOD) S
methylene blue » &% A B & KB R & F sk 0 B R dn i K /2 15 B 65 4%
it - sbEAR B A ARG e MOUEK AIERBEE - B - LR a1
WRAE M TREMAE I Rt Wit K Kl R ool
B BENHAGHEETYE &Y EELE A MAOL A £ 4630 B e
HIR AR RS B R E R SLA S 1E A MAOL #95% A & L - ZOLOFT
FARLA MAOI ## A &4 # 1k MAO] 61 14 X MR - 48 E) 4 MAOL &
f44 M ZOLOFT 24 14 XA %M -

SEBREEFA

5.1 BiE/E E¥FR

da 7 & £ & #(Serotonin Syndrome) & 3L ¥ 7 &% R B 44 & #& B (Neuroleptic
Malignant Syndrome)-—i% #¥ M+ fa 7% & & 030 %] B (SSRI) %A # 45 ( 8,35 sertralilne
ERAEN)E A G AT R oy il KEARBE(SS) UM 5 B B 1 e 1R 8%
(NMS) #1484 o SSRI #i 49 St do i K $bk R4 (&35 amphetamine 38 -« triptan
AR fentanyl) « 44 F i K AU 6) (245 MAOILs) ~ dithif % R A Hie
dopamine $5 4L BI0F M 8% » 44 SS H NMS &R o o SS 8947 3K 7T 4E .45 4k
R W (o itk ®h ~ 9%~ k) - AEHERBE(dowiBiBik - o BER
A RBABE) LM E K (e KRB - 5E KB R/ T K (5]
dooRes ~ Bok ~ HUK) - —4E SS UMk A RBRE  ALAEAE - AEHER
18 i ) ST E PR ik S 8 09 & 8L & - X RO A K MG 2 8 A0SR0 NMS o B BE )5
ARTHAE SS A NMS EEBHABLLERLIRB) -

R A1 i e S HAE T 60 M B—sentraline 3L 4040 it o i AP 40 W o B A 1
M + 4o amphetamines - tryptophan - phentermine + fentanyl & $a4t4% - tramadol «
5-HT ## & + dextromethorphan - tapentadol ~ pethidine #, methadone - f & #¢
LT A AN REER  BEot S AT -

St. John's Wort (& 898 ¥)— gt %.F) B3 46 B B $h 4 £ 7 0B A 4% 1 o 3 8 Bl
ki BlmA - BARSOKETRA Mok kB a4m -

R ARG RE R L R E ZOLOFT— 4 M % £ ¥ 8l Kiiskias

Bipiia sk ZOLOFT ¢yt s MR RN H MR - B k¥ S MR > BEH

& 3R b Rakeh RADIRIAES o B — RN e F K E 0k 4 BH(SSRD LR
BB — 4% BT & 4 0% B (duration of washout) R 3L - PRIk R it — 89
Fa o FRMT B kA e84 o 4o fenfluramine - tryptophan » & M 35 R
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ZOLOFT #+R -

QTe M JAs€ & /Torsade de Pointes (TdP)

4 setraline LA FH P > ¥ A QTc kMg k@ TdP 63k 4 - X % el
REBHH e QTe MM K/TAP R E FemA - Bt 99 H QTe it &
R EF R A A sertraline i M(R 7 REFR R 12 BRI TH) -

M/ WG I H— LR AR 4% ZOLOFT 6 e A+ #4214 0.4%
AR H LR KIIE - — PN BAWRAAE ML LY BRI KA
JE Rt Ad ¥ A 5B SRE/BIRE G948 & o 20X sertraline S48 3% A JE & G
& ¥ BOE B 58 7T W (hyperkinesia) &) M RS ¢ 6-12 8% & sertraline s & 24 &4
A M50 A 8/53(15.1%) R 3/54(5.6%) » fr 13-17 4 & sertraline s & % %
Al A RE 25 5 039 (0%) R 1/41 (2.4%) -

MENE— ¥ — b A 2% sertraline S6 R THER A M BORFMER
8o EA PR LRI T o sertraline a5 AR ETRIB ALY 051 2
WRMERME PRI A RILHA S — L RARD R A< 1%) B AR E
semd - 6-12 Rox & sertraline R & A 1 Tk LM E 5 R A 2/53
(3.8%) & 0/54 (0%) i 13-17 & # & sertraline (8 & 52 4 &| 246 £ M5 5 %1 B 3/39
(17%) 8 0/41 (0%)  §# G4k RMEAY  LABERERFTHALL T
R4F R B8R -

MMBAE— 4R E RAFEHRYTRGASI B ARORR - BT AL
#4000 & & 92 % A ¥ H = A(0.08%) 4 it 47 ZOLOFT 42 F 3| B HM - &
B AT ZOLOFT iz it &Il M Meh A - 27 1801 BisibzmA Y
R & 19 A(0.2%) 4 47 ZOLOFT 42 ¥ MM 415 - M6 M 381005 4% w650 13-17
R Y sk M AF & B 4 sertraline 48R 324 A 40 B A 3/163 (1.8%) & 0/4]
(0%) 6-12 R T LAY LEARMMAB RGN - £ H RW P+ § sertraline
B 45 R M- B ATRM 45 Ak M ZOLOFT B i & 3%46 » B sk ZOLOFT
Rt 2 ANTBEMMARA - RADCHHORME AN BUE
Bl o R R W e m AR S L 46 A ZOLOFT -

BASRBCAABRER—BEmARA KA CHE KT ETHERE
ABEAMOKMEL - AR ERADLAS R RRE -
HraRhAREGREARNRYCAMBHBRRRITENHER - SN
JE SR AR AN A B AR (Ko S 0E - FBORE AL BAEAE - AU AR 2B 8
FUIE)THE & R B4 » PROUC R RAE ~ TbE - HRBEE - BIBIER A
AR BL S S8 R LI 6 AR A 9055 4 A BHE 5 AR ) & LS A o
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EBERAREPERA/ R ERERMMAATH(AR)TESE B EL -
FRBATBRALTBRY  —HBEARABMBMBZA  ARMHARN
PHELE ERTHHURENEEATHABREKBLAARITA LHRE
BB L BARAFTAEEK AR B ME LR X ARMNEOC oK
HP)Zh W REAHEBERFREERH AR EDARARARITH KA
RABRATHFLER  RELFBAREAOFT X > ORETHREEE -

BREEH A(RBARE)LAMBANAT R MA/RHERGFLECHERS
SAMATA  FHA LW LA ERKBRE - XUAREBRYICHRHS
Rt mme) R ERA  —~HeE2MBAMRFTEIL UR/RERBFE
THARDANTS -

£ 24 MR MA(4-16 24H) ~ RHBMMBHBIE T > St EH T BE6 BR%)
Wi (4 1R IRAR) B KA AP R A (4 RIRAR) KL A 4400 L L ER TV E R
LR WAL TR R - U EHRGMBERNMERY EM IR R
—ZMA) HATHMBERMITARDARBRZEERA AT R
BRI LES 4% ERATEAIAA 2% - BT Wi K LR
EERBR RARMSRFFHAETERHTMONERAROREL - 8BRS
SRR - SRR ARG EAEL P RARBZ
F(IRiaE RALTBME)HIR ARAR— KNS - ABLBRBPLEFEER
HA - EMARERERAULS URALEIRF D ERAMEREARI A
fo o fb—REA M P A AMEH BRI 0 €4 R M SSRI M(citalopram
fluoxetine - fluvoxamine ~ paroxetine - sertraline) & w #6 3k SSRI %4 ¥ 4% (bupropion
mirtazapine - nefazodone - venlafaxine) -

=AML R (SSRUMRM A 1b) 45003 R A\ H BRI 9 i — S 4R 4 2 47 BR
T RMBE R MR N EMEERGE - —BA) FREMNEREER
fTheHER L9 8K EF#E (major depressive disorder, MDD) Fuiy it 46
AP RSB A (1824 4R) - LI S #4024 MU L2 R FAMRBILY
HApfa LR R A £ KM B RS BRI o B 58 65 RM 65 M b
ZEFARAREB R HRMALLEHERE RO -

RRERRNERETERERA AV ERL T CHREHECATAE
KRR - RE >~ BARRMAR S kIR 58 - RRE(URS) - 8 - BL R
(v B oy ey RORRK) ~ 838 - BRIz - XEARLT B R R0 BME(0LE
b o R IR AP AS 6 A — PR R AT L K o BP R A A bR KRR B K
B AL A ) L g AR W 2 16 &Y (R ) IR o8 A SR 2+ 38 B MR AT AR AT A A T dE
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W ARITAHRRMOAIRIAE -

e 23k & LR X L F R SN NGRS PN E R 2 PR
BREDE RUSoRARR RBMARENLE  HERALERER 5§
BTHANAY S EMAEZAERIPREREAEWMS - Sropifidy
BARAAR - AREMGRLIRES RPERTREA S A M po/a 0 BT EH
ALK -

RA ZOLOFT BEMR B VBB M4t EMORFHHANFE UKV BE
AR R -

XA R R —ZOLOFT F34820 dif + K # 7%ah Rk - i REF & Ak
SEMERER AR LG B AKRNA - dkH ZOLOFT # i A A M F RB% -

o MEFEM—SSRI TR W Bt s heeoeay ik (RS MAR/ARRE)- #id
MRS AEMERE B8 SSRI 3R » kiSRG 4 -

RERb/lk—$AEBR SSRIMBRWHFE LR Y oL (LI %n
oo Ale RiElh - Rh EHEE b ARLGH S f) o LIER
B =T 4 B F 03B A T ) dh @ A & ¢ JE S A HL 0k 4% 4% W 7 R phenothiazine %4
Hih o~ RO Z IRV LB A - FFME SLHUE X R (NSAID 8) » I E « &
RERVUERattRORY - Bt HEHERGAH L ARBRZ R EH/Y
BAARANEABLOBEA RAEFEHIB LB OZAKNAEA  £B
ZOLOFT S B - M ArRRA » BEKER RipR T 4w -

A8, Sa N — 18 Fl SSRI SR R 249 R 4B M o o F B0 43 0 8) &% SNRI SR 98 497 o 3 K
SUE B L& @il A 0 €45 sertraline)ib B 0% THE R A B bz o B
% # 1] 69 16 S Aol T4 R Y LA AN SR K R K A SbsE R BL(SIADH) 34 - #
A fo ik i 4 EER 110 mmol/L &5 R4 - £ %% A4 M SSRIs f2 SNRIs
B A B aE AR TREERSE - AEAAERYMIURLTHF AR ERRARH
AP BEBOMEHRRTRELTRE(R 6.5 HEBNEEFR-LEA) -
i RE KR E 8% A B A B A sertraline » 3£ ARERE K 49 BB 46
R SRE O RO PR ASRM L AR T EM - IWKIR - EWRA - &
B&A - RBRFAHFBETHEGRBE - RARERH(R)F S A M ek
K aEOR - BB - RMEE - Gk PREERLT -

T35 — AT B0 AT + 442 o e ) A (SRI M4 » &4 sertraline)
EREOBRAH R RS - MikALREHORBSRTSEFK -
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WA/ MR R £4% SSRI MRM(EL1s ZOLOFT B eamA T 44
WA EMARAORPRE - ERANEABRAEFREARARABAFT LY
AaEH R R(LEFaRREQM)SRE - BABERARART LR 0
REATEILER - AL AMARBA » — 8/ K RMEAT 6 do iR 3T H1K
£ BATHRLAWEARSFR(Q)HAZOREBRYOHBE -

¥ At & —SSRI SR (24 sertraline) TRE A FLA D EH A + i A 00
MK - MR ATRERBRART » SRRAEAGRET AN F LR
FHALARBAERAG G RA - P HF A FLRRE ARA LA RA
& A sertraline o4 BAvsliL & o

RAROEH RIEEROHA— R ZOLOFT M B H THEYER B KR8
%R LR A BB A - ZOLOFT B4 4 #itis L8 A
HEMMER CMBEXRBEY SRR LR A B R4 LT HT 688 AR IR
AR B b gE ABEPRAESh - R ST MR T IRMR T 774 148 % ZOLOFT 4% 695 A
¢ TH(ECG) #1124 » 451 ZOLOFT R TME L MG FEX &M -

HRERB—% SSRI L@ #) - &.45 ZOLOFT A& $t 4 SSRI %o SNRI #( i %
MEF LMFDEOBIBRASA KRS TRAEERABRBARS - £
FRMAS R FHR - ROWAR Y R 2R R0 B R W
BERE > pleoMmTR) A A G WERR ARABBELE
AR EARRLTAMEMRAT LTI RBRALENARBETHBMA
]

B st &4 & ZOLOFT i6 483 RUFEMERHARLTA LUERE L fmAH
FRERRAD - HALAERXAGRGBRTY BARERLEHRI e
EHK  BEHRE BRI FRALATORE XA MG R0 AR 8 MHER/
FRER 6 RAEREEFR -0 1 MR - 62 AP 3 REAR) -

CARoM — AR LA R & AR LA ZOLOFT RT 4 B 6 R(ECT) A4 42 A At
BRALREXER -

52 RépEA AEMN

)7 sertraline 49 KM » At M XA RARMMEBLELARN FABRD RYAR
AR o £ - THRIHEE - EF - AR AYER R P8 8 sertraline
alprazolam - d-amphetamine & & /@ 48 & % 32 sertraline R A £ Rk ~F R %
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BoBhERENGRE  doFlERAZIT PIRFE &GS o) B - BEF R
PR H BB R A ROBA 0 BEEREERA > BRIRMERELE
R ZOLOFT Afk(fléodd LM 2 £ - H T Mo - FRITH) -

5.3 MAEMBES

MM P - ZOLOFT A & ik dlSRAP/E A B R & 18k id E M e &R - X
Mo AAERANCHRBE  RAERBSREARDTRIRESARFARL
PE (1ol 4o B) B 4R AE AR 3D AR B a0 MR AP Ry 0 AR AR AS B ws

54 XM E e

{1 A sertraline ;6 M )/ A ¥ » ¥ % benzodiazepine %A % 40 F ik &8 24 6%
RIS RIAMHEMRE - BEER BB IRRBE L4 B G - R4
R E2HMMH AR BT A4% A sertraline U RERBTHREHEL - TH A HILIR
(ko .48 & 37 0k ] 185 #7) R B %) sertraline fit benzodiazepine $A ¥ 4 -

6. BB EFR

6.1 MA

MW C
WARALRAURO AL ZEPHAYLRATRUEAMMLLAFTERS®
A e MAELERTHRATES -

ERER K ZM8 A MMM ZOLOFT - 4 SSRI #3,& SNR] #i ks » £ F
HMELTREHRMEE » AUALARRERBEIELTFIREREEM
R MUFEATREE LEF L RIEARS  HHHECRA P RFS
o R E AR MERAE  MAEHE - Bob - K% - ALK S BA
R4iE% W RERIRARE - 57 HHOUN - B abASgm SSRI # % SNRI
MAMGER AR ARG AR RAR

HAZFBMAADE L RFAMT - dNHYA T LR k%D HRALM
BB » ZOLOFT AR FoHE A » BRIk BB R HIBF - AN A
AL ERYE - EF Z2MEM SSRI MMM T4+ W24 b Akl
BB - A4 H i REMA ZOLOFT K% %87 -

AR B4 AL AR SSRI 24 8 49 T SE & FH B35 £ 37 & L5 ML A6 & R 2 (PPHN) &4
RBKrefi—ArAc P PPHN ¢4 & 24 1,000 @£ 52 12 $ Bfots §
MAESERRMERLATHW  —HAE 3771204 FTLE% PPHN 28 gy dfk
#1836 11 A T B AL 52 6 S P AT 00 38 PR B S BB T BAR 0 R 20
Bk § M SSRI ey 4 5.+ - 44 PPHN &) RRx Erbifl 200 F ok #1248
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HEEMABWALEHE 645 - — AN 19972005 F 450532 444 831,324 £ M 5z p6
BHARARER  £hAABRATREN " PN, 28 SSRI MR ey
M+ o 554 PPHN gl tt £ 4 2.4 (95%Cl, 1.2-4.3) + 46 a7 AiB 06y 3
$7 TSN, A SSRIMRY A AE "THPHM, KL SSRIRF 2
R A TR RLA IR0 44 PPHN &9 4 4 BRI 2 4 3.6 (95% C,
1.2-8.3) -

2H—ZOLOFT AR TR BE k4o -

6.2 RE,

My sertraline AL P RARF H R EH - KM ¥ A FRMA sertraline
Ml LE M E LA 4 RBRREMAMS - b sertraline g4 ABILT P B
SEAREIRA IR ZOLOFT 6B 0-Hfl- R6 Mo W A ME B HETME L O
16 ZOLOFT ¢4:B4F M fo ik K i ir#IBIE R X LA L L RAMAMN -

64 R
€A 225 &3kl % § %k sertraline & 42 » R #H% AL H ZOLOFT 2 & e4
BHEAERS -

Mt Efd ERMRLOMAH G EER HAMPROIRTLHERS
B RERFHFRABRIER - HABLEMOBZAMBA  BHLAK
MEFERLEEPFTRY -

MARUT LERA ZOLOFT &% 2 A% 2 &% k&£ - Seriraline & & A »
18 AT EBEAA  BAHALEEHARR sertraline RiGHEBE 2B
BREoHH kAL -

65 £FA
CHRTLEEASMZOLOFT BaARikM - AR RRBAHARF8H A8
-

6.6 A Fr2

ZOLOFT fe AT MK £ 301 - STITIR R » 5 th A8 AT ARAL AR A PR 4060 5 A
SRS R RER  H8 L F 50 mg sertraline i@ 4 21 & - s8N E X L IRE
Hf s Atk A sertraline 9 HErR ¥ ML kK A AUC ft Coos Ao ik #9 =48, HXH
th AUC B Croc ot - 2B RTH RSN P ZEEFARMES Adhian
MR- At RERYRaRPREONEOENRABER - BAFWE
#5 ) A M ZOLOFT 43R hm kit & - 4o R ZOLOFT 1 A AR sh se LM a0 55
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AR T £ 9 8 108 EXUE T T

6.7 Wk r2

B & sertraline # & 33 » B R b ARV AR @ R R - Staties
& B Bk 3h o & AR (creatinine i PR % <30-60 ml/min)ss A 3 P 5 2K & K5
& P (creatinine &1 £<10-29 mi/min)ms AdLe) § R BT RGHLHEHR 58
#F 50 mgsertraline i 4k 21 X » SLEH SR F itk BiH 2 L (AUCo2)
Cra)t RABRER - M- MAFRMA R EOLSEL & L% - R
SR B iR A B REHERS sertraline R F TR A TRBEK IR THRA LA
% ZOLOFT ¢y A & -

7. R AR

ERACNrEN -4 %2 -

Pimozide— — 35 % -k {6.&] & pimozide(2 mg)$t sertraline 4 A ¢4 A LB K
pimozide #);R & & 3% & - B85 A pimozide o sertraline A pimozide #) & % ¥
BERERART @K S Mo T 35%R 37%- 38 23946 R & i A QTc fsE
AR R - AR EE R EAER e B R 8 - 128 A pimozide #9546 KI5 i MR
¥ A4 sertraline # 1k & pimozide #f A o B AT & & 4218 2 mg &) pimozide &
sertraline fH A &Y A# (R4 RB) -

ek QTc M Aneh Wb

Bl eF o A e f e & QT M6 Mip (e R it iMool e %) &k
QTe K #8/-o & SHE R (4 TAP)# R (R, 5.1 S8 EFR-QTe MM &/
Torsade de Pointes & 12 A BAR T H) -

PPN R SIUNP R o BB — 38 R fE 4 E RS R KSR T ZOLOFT &
A BN RN RHNEHHROER - EEHAPEBA > REIR
ZOLOFT MBSk Ay -

PR o.M o M O

Sumatriptan— f£ R o LT 4R S PSR 2] s R H MR ARA
sertraline v sumatriptan #% * HE 55 « KM &% - FHE - L - B8 - o
HPHPOHR - SEBREIHFTHRE  FMALERERA (LS S/
SEFR)-

ARt i} K542 Serotonergic Mdg— (R A4KHE - REACHIHHA S
FREREN - ok K38 KI5 R SRR S R i kS
LLK
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FHRE(St John's Wor))- (R, 5.1 S8/ EFR) -

Ttk stk A # WA (NSAID S M4 ~ FIMEE - warfarin $)— do ] 4z 77 6
bk FaLatR PRt EaAae kAR THANkOWER
GHHAFRCARMPELANE 22 NEA-TAMBL - AHEA
NSAID - FT 47 0 % &, warfarin & # % 8 4R - Bt - MREH AL FGER
ZOLOFT fa st LR Hof LA 5L & -

ReFEaRSHBHRGHERHORLELR — B A scrtraline AP EOREF
5 BABRRTRE OSSR RBEE » ZOLOFT T AR 4E o i
PREZABHOHARARMEA - AU AREATRSAN AT LS
sertraline AR IR EFOR SR BRATOHBER  RiBEZRAM
ZOLOFT #4M LR Eth AW EXME Y - tbRARA ZOLOFT Mt diazepam -
tolbutamine & warfarin Z X Z4E A + it KA R, sertraline 3 tm P 2R ass 44
BREHNER(R T XEHAM » warfarin) -

Warfarin— 4 seriraline 4 X 200 mg ;448 * #t B warfarin Bf 152 W S ta b i
SR s8R ORI 4L 8% (P<O02 AAKHER) BEBILLEBALAEAN
ko o @b E P R K45 A sertraline 8 + M) ou R RIBE o BB BE AT o

M- —RAMHHEFEIRLREMUHT BN B RETHR oA
sertraline AT D ¥ B A VMM BB R B4 2R THUB AL » Jo
BRTEWOSHER  BAFNTREERMH NP LEHILHR - HA
sertraline A T4 B4 sk KR @ Rdp > i@ - LR DORIE -

# MR ZOLOFT fo e PR B ARATHOR IO LAREN R M A LS
s Bibdo R ZOLOFT Ao X JAMM A » IR HER -

Phenytoin— /e — St E XN EML WA A RO T RN BB 4R T
sertraline 4% 200 mg & phenytoinl00 mg + X : sertraline ta R R U Hady
phenytoin A #)$45M it RAME R - £ F 4o st U5 R IR 45 sertraline 744 2 7%
B35 & R phenytoin o f SR A W ILI8 & WA phenytoin ¢9& & - sbsh - @
phenytoin f# M 7T #t & i% & sertraline o 8% R A& [ 1% -

# Cytochrome P450 2D6 4.4 &%) M dh — iF 5 9 119 R & 40 4] M h 1Kt &) F] 31 B
cytochrome P450 (CYP) 2D6 (debrisoquine hydroxylase)ay & 1654 < JL A8
2D6 R AL E S VRAF L RN » FR L - &M 4 sertraline M 2D6
& Hp ) 1 A th F) SR8 S 40 B Sh o) o 4R 4 4o ot 0 sertraline #F 2D6 &4 4 ] 45 A B8 AR
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EMARABE - Bk B4 CYP 2D6 4 %t ¢ #dh o ZOLOFT 0§ + THE
TEWFERAFHEL -8 & ZOLOFT MR EHRPHRF 5 — BB T
EEEM B E -

BB ANTEARARL WA EEdE 24206 KM RY BAF
oG Rt AR 2 8 fildo ZIRIL B RI(TCAS) R 1C IR w4 K 4 & propafenone &
flecainide + 34 & methadone ¥ - & X # F 50 mg sertraline & 3% 4o despiramine &)
S SRR B R # Crnax 44% R dh 30 T @Ak 4 23%-37% -

MRl e CYP R it MA(CYP3A3/4, CYP2CY, CYP2C19, CYP1A2)—
CYP3A3/M4 : EMm R T S5 RA R~ + #F sertraline 17-21 X + H X 200
mg & H A ¥ > F ¥ CYP 3A3/4 $f carbamazepine # terfenadine &)X 3t - 4t
$h » #5F sertraline 14 X - H X S0 mg &K f 4l CYP 3A3/4 $f alprazolam 4¥,
# o ik F M PAT o sertraline AEAR R A § 65 CYPIA3/A 4l B -
CYP2C9: k#84 F sertraline # % 200 mg 4t 65 /R + 44 tolbutamide ~ phenytoin
& warfarin &) @ 3R B AR A L F o 7 sertraline LBE R LER R F &4
CYP2CO ¥p#i# (R 7 £ E4M » Phenytoin & Warfarin ) -

CYP 2C19 : £ #p% F sertraline 4 % 200 mg frB5 K £ % diazepam & 6o 3 iR
BAKE AR ME o7 seriraline £ER L R & T &6 CYP2CI9 i Bl
TREHER)-

CYPIA2 : B o}sR RBA- » sertraline R KTRE % & & CYP 1A2 -

RR{ERBXEHM — B AT 47 sertraline 4 BApE R ERAR AR Y
U ZAGATSRBMREAHAY  HRSRAHAROEMBER T 21D
Koo

Cimetidine— # A cimetidine # i& s sertraline 35 AUC 43t LA & 83 o
50% + o X% P 3% R K (Crnox) ¥ S0 24% » £ R HA(T12)5% fo 26% -
Atenolol/Digoxin— ¥ #F 10 it K B4 18:& ZOLOFT (100 mg)s§ - #t»
atenolo} &4 beta-adrenergic MLBTHE /727 K - £ AR digoxin H# X E4ERM -
Diazepam— #t 8 diazepam & ¥ 5% diazepam & ffi i % tb & R 45 1K 32%, o S R A
¥} 88 48 R 418 19% » £ # desmethyldiazepam &6 % P & %R & + £ sertraline
AR 23% RUB WA 5 -

Glibenclamide— $it glibenclamide & X 245 A -

Clozapine— {# F # 4 SSRI SR M4 uf » K 44545 H £ 45 %k M8 R clozapine &9k &
L

WA AR 8 K 6 3] 8 — B8 AR AT SR 0 MR ZOLOFT 4 31 AT Rk Mok 4 4 28
Ak d - Jk & Ak A ZOLOFT 200 mg/day 21 % # - antipyrine &3 £ Z A K&
(5%) B BE & M4d BT ZOLOFT fisds piah K AT & e84 & -

Page 13 of 26

8. MAEA/FRRR

8.1 BEERMER/FRLEK
RAGAREREBTIHARERS M
BER: 210%

¥ B 2%ER<I0%

AER D 201%R<1%

b8 2001%R<0.1%

A %! KRARARMEERR

R A iE ¢ 9 0 18 & BE 2K 2k TP

ZOLOFT MAL THARRBRESL 1%L » MARTHRIEH M B MK
RRRA—THE  BEELIRFIVF—HRiGE)ORA  HFEMERZE D
AL mEUL - BRBARSRY KEHAAMNBTLHEX 50-200 mg - T 5|
ARRMB& LR ZOLOFT Bl & M4 -

HKWRERER - KL RBAR -

PR RER KIR . HE kY- AR BT -  HMAME AR - #
&% BHEY-

ARSI PR W heE - BRG H A SB(ElENER) AR
MR~ EHMELR - RN BR - EEAFTEP -

307 B AR N] 2:

WY 7 3 I ARENY:

FY 23 R R YA

FRRM  WBARBEES - FL TR -

NEEARBEL G FBw | L Bek s O# - HILRR -
BRARETHBES - HR-RA 5T K-

FRMEFEARSEA - HE - IRiRAG -

EMAMRRRBEAN - FR AR MR (R 44 HREBAER
LR Rk E e - @MFME -

LAERXTRORFLRE  RHRE A FR R4 - 8-
T *E - MEKm - MEKIS -

Re—AREHETHIER(ELESI0%ARA L MG og - %
o ~ BU/HEE ~ R - MR (R MIRiGE LHA/A) -

8.2 ARV
A—SHBROELT(FRLH6-12R)H0 12 AXBRIMBATTY » HAMH - %
W~ R W IE M R 5 5%k b o sertraline R EL L Al4A B R LA B A
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R 124 13-17 RE D FRAR - RBEGBRRHOFERARE L -
ARETZLERARERABE VR - AELRB T E A EAMHRERE
HHME - fagit e SSRI MR ehsn s R48F - sentraline A F M5
Fgelrf sy ey dn s -

ABRRE  BREMERLERE) SWFLESRAHORLT - RUXMH S
RPREIGEAER  AEFBVERABKRBTAHAFRALRS -

RAEBER AT RE AR R

AR EREIE 617 R)EBERAMHERRG P » 54 $2%8 54
RHRBBMBEORRRRA - MBEO9.5% vs 1.6%) - B 8(6.3% vs 1.1%) ~ &
BIR(53% vs 1.1%) ~ Bk (4.2% vs 1.1%) ~ E Sy MK 7Ti8(2.6% vs 0.5%) ~ O
$0(2.1% vs 0.5%)~ FIR(2.1% vs 0%)~ Sk k ¥(2.1% vs 0%)- Sertraline 84 9%(17
A REMAH 2.1%4 A& A mE 8 - g8 sertraline R 548 M > %
B RGSER A BREIE(1.6%) B (1.6%) - B RAXGWA(1.6%) « &
TR FLIE(11%) ~ B RME(1.1%)  EBERE(1%) - 7HARSH ' BR
T8 4 sertraline MR T LA M AR ARF G - sertraline SR A F AL - ME
B 11% 2189 L1% £AEKRARTY) AXUMNANABARLE  HESH
1.6% (2/184 1.1% " R Z R A #&ATH) - /T A4 sertraline 8H = A(1.6%)
MARERIBAIGARE  STLEEALEAHRT LOEL - RRIERTEA
sertraline 4R LAHRLERE DV F 0 6-17T R)EBEAA(R 64 RHBSREELF
R hR) -

83 LFRMMN

BT LAABERRBRFBREIORARFHZIN  CHEETRBGRT —TRER
ZOLOFT AaMeA T3 A R¥F# - BRI Ak ML M A h oA Rdp 3t
AR ZOLOFT £ 8t 85 2 o 45 K LPR it A ©

L RRRCARKER ° FR o MREV B - ARIKEYE -

LRARKS - FTHE BB FLE HRMMRS -

ARG FRCRHAEIBETLEY b Hatilchs - FREMME R
A_g_\o

RWEBREN - L REN . FL IR~ s Rt il -
PP - AHR R REGN - BRGLARE « RHEK - HENR
FE M s Bz o

HEhIS - RHR AR B RN BB AL GR
BLRI R B 08 - REAM : FA W Gik - kbR R EME R  RFAHR
AAe L - EEREA MK K E RO AMBER AL L HH P RHM
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ok KRR Rdpa il 458 BWRERE - S E - H0 H 0B -
AR 2§ R B E 3

BITENG - FHR - ILA K - BREERRE « BREPAG -

FIFRBRH - H R Tk -

SRES CFHL IR PR BHRCERYE B BERF
QTc i & A torsade de pointes * < E W QT Kk - v REAMAS -
eFEhE N Bl AP Ko EEHEANERREM &35 %m -
Hilhde  oph - BEROREBEL S FL MoEWgE (AETEMLKEL
FiesEEmeER Call-Fleming £#H2)  hd X -

PHAM - WRERERES ° FHL  ERENE Ao SRR -
NGt - AR R MM FHL BHEth . FL RME: Ao
BR M4 55 Wb X (microscopic colitis) -

KMERy - AR ARG - RARMMESERS ) FL  REM
il (IR X - HERMNRG)-

RARRTEMER - FHR A RY . FRRERBEER AR ()
o : Stevens-Johnson JE &8¢ R # MR AR ) MK - RMB AR KA
A -

BATBRSRGRER - FE Wi FHLE - MARE T FA - s
BM TR -

FRETRAREN - FHE  hi~ k¥ BA B
SLHAAMRESES : FR YA BN BIE - BHILEMK -
LABRAFRENPLERE - L TR (LIERMIPERY > Hlhokb i
AE-MEAFTSRFERE) Bk - R AL SHRE - Ak
FL P KAE - R MiE 28 (158 sertraline MY MEHLEK - &
%Y 2R KB BRA - BCRAERY)

T E: TR o RAEBRREREY - RadfEk TREBRME
REY-

FF - FRRFUHRE TR B -

HRER— L2 ¥ A sertraline R HBERZISE R P izt 28
LS VO VT 8

RO R B M
ROEEMRMEAARMARRBER+ 7 TR - THHNFRGER R U B/
R - o

9. B ¥

RA HIEIAAT - sertraline 694 & B F L AR - # H A ALT 700 £ 1200 mg
HBFRE  ERERFARENEK - CH— 2%V FLMA 4000 mg ¢9#
F2ARELEBRENE - BRAGCIoMARMES 135 g0 Bm ARBGMKME
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¥ BAE—EESMM 25 gz sertraline HiBFA/HBUAT - HH2 L5028
FEARA 400 2 500mg HiBER G2 B Rk Fmizeto

AMRER

ERBTRMEREEADFFAAMEER o TEH QTc MMk ~TdP( R
S B/ EEER T XEEAMA 12 BERBIRTM ) KK F Fifl(doogo
BB RBat) s wihik WA - RERZHEE - T AN sertraline # A A
FRAE RN HBY B I RLEGTRRREMf A MR - BT R
AWML Gt -8 BE K HAE - REE - BRERA - B
BQT MRk - HwERE URER - B FHLAMBIAS - 2Bk R
ERaEMBEHRE LY A RLELRRBF2KELBMECC BE - w1if -
SRR RFRER C RAKBREAGHRE - EHFLRME AR
HoEERAFR-ABERA BT XS TRIF L KR & Med 44l
eI TR @ - ¥4 — @4 scrtraline £ MiA ¥ 2% A fioh 82iLmLt o
PR

%A 4 sertraline E i@ F 2 KL THRE  ERMAFANPLTRYA(KR)
EAAGE R IR o Bk LS R RS M MAAE LG R o

ERASMARBE L HEANKSEEADAMMHENBREADGR
- UH MR BEZEESE SIADH @M # 4 B hdnmehRs LR &
R RMEE O -

LR R GRS

ARRBEOREF  RARBSRSHERDOTHEL - 4 BAFARLALH
CEMRETHHERGEF2REF AP Ae)— ARG RMME - T — M8
KGR R E GRS RIRBITCRMERLE G RN - 2 B ER
ot RiRil c BEEMIFGE o UKFAEARIIHHAARKAT A
ERAARTHATRAFLG ALY  FHEXFMS BHRTRE - LA
RATH R Fom FHAROLER(RP KRGS -  WBRE - ALy
BEWAREE - PLAEKBGR KB D)  UATESELSHBMME -

Sertraline £4A A LM ER - ARGEHN BARERFTHGEH  LNR
Wik ) Mg FiE M e e sk FREF o # Bk R AR B ok R4 A 005
A —B R KRR PR RGBT ERT IR - RBIKIK
TRAEGHER B R IE A o B & 3 B AR 1o 3840 AR T T AT MR B A0 6 Rl
BEMCLRINFARGER > B~ vBok ~ MATAR - THRY RH 188
3 R0 R 6 R o
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REWBAT ML - B ATHE G4 L ONS dp# BMM 44 « b2 sertraline &4 5
AR > Bk BEA R B R R MR DRRTREEEBD S -

THEEHENF G BN RBEZRAEH Doy -

10. REHH

10.1 AWK

ZOLOFT &—opRii@d > 44 A 2k o sertraline hydrochloride » £t 4 M %
FRZa% oIk REeTEEARBRERMN -

Sertraline & 1F A M %145 18 & S 4m | P IR 43 % 4 6) &3k K (serotonin + SHT) &L
AM o BRI RETARIELAY B Ty sertraline &R 0 T4 ) i K Dk
EAM b IR o $An @M o IR BA T sertraline B — 463k ¥R B RITIE M4y
o A SIS - W ¥ 48 B B4k noradrenaline & dopamine R % I ¥ 4L 55 49
R - BheR R BAT v sertraline #7 adrencrgic (a1~ a2~ B) - cholinergic »
gamma-aminobutyric acid (GABA) -+ dopaminergic + histaminergic
serotonergic(SHT, » SHTy. * SHT,) & benzodiazepine #1445 X K WA A -
Wbt 4 B e IE A AR R e A RAn e LR A RO e EM
AW -

10.2 Mk Wi

#1740 X M5 30, F MR 1E M sertraline € M 4546 3F noradrenaline 3% Beh¥ 8 » 516
ROLERER AR LS BB E - RiGE R E A e R R e kiR A8 F - sertraline
R & oo ] B fLibag -

BNASMRER S B NIttt P ok KIEL RS Rit—&
Fitigiaz mMATHRAF A S-HT % B8R EFAKMA - AT eHLE B A4 &
A 12k A sk KIk % 8 09:2 4 8 2% %) meta-chlorophenylpiperazine (mCPP)2
AN ERSHLRY ARG ANRiGERALBAERBILT 2408
JESR AR o K & W Ko 40 A clomipramine 4Rk &5 ABTE K B EN R A d ik
FEApHI4E M e Z AP R RURA SR BQENRI -

103 AN E2ETH

HERHHEBE

# ¥ 80 mg/kg (86 F Bt ot MR R AR R e B AT 200 mg rrid
PHREREKMBH)ARHALRAAELY  —QERA LA RBRAHBEEL -
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L Lok

BHAMMETiiTEAMR IR H ik 80 R 40 mg/kg &) sertraline * & 3 4o %
AR R AL R X B 200 mg A B e0 R EAE K% — X o R4 A
¥ AL H R85 T sertraline o Badt - 2K M » sertraline KA AN L FHET
et BAEM  ETHAUGFBIEADRALE -

R R1EH
& F 848 sertraline » R4 & X P F iR K RAMEIRG R AH E 200 mg A7 ik 5|
G iRERE Kl — S BRI LG E R FRESEBREATRAS
e FEMRME| sertraline - WAL A AR LY E R Kb R R ¥ A
R MME -

F Y:F 3.3

REH BRBRWEI R B R H > £ AKRCTHAREI T UL RN
FRAR AR N CRA U i B %R H i %8+ % BT sertraline
AHEE M-

-T2

Sertraline 5 &8 £ M R A £ 2 A - BB K & L CD-1 /) R & Long-Evans
AAAHRBERESH2 0meke) ST REfRHRAZRARCKRARK
AR E200mg Ak Bl iR EFAE LM % o M X B B )30k & sertraline 1040

mg/kg &5 CD-1 4 &, > AFBKAR B 6945 & £ 3o - MM 248 E) M F ey CD-1 Mg

R R e Long-Evans XK 8 AHHINA M mehA LB BHL E
HEA W AFRAR B A CD-1 s R &£ £ R E) £ ABRI k4o 18 4% sertraline
40 mg/kg ¢ Long-Evans t 4 4+ F kAR - KA 9 B B 38 o » 1252 F M F K
A 4 6915 iR - 48 % sertraline 10-40 mg/kg & Long-Evans @ 3k 4 % & &9 # 8
e AFTMANHBEEMN  EREBATEARBIATANRBLEMN -

11. Wity ) 414

|- AME 8 0AR 50 mg £ 200mg 14 X 2 7 rsertraline ¢ F39 R & o FRE
(Cray) * RN WIE 45 8] 8.4 0520 - % + sertraline Z 34 F sy 4a ek
FRAKEY 26 Lo AR A E RGP HRMEIT 40 £— X — KK T sertraline
P REBEAKRG | BEEBTRE - E—MEOAR PR HSE 4
50mg ¥ 200 mg ¥ M A - sertraline & Crmax & R A -05 14 th 68 T & (AUC)
AHERER B ALY FERMER K £ 50mg 2] 200 mg %
@7 -+ sertraline FHA FNFHREHEHHL LR Feh 2 4% - Sertraline 42
BME-REALRTREGARRA R FeERABABE -
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Fi9 ¥} sertraline WA RT R EA KL L UE — R ¢ sertraline, ;A TR X ML
Brakey K XK - & BB A6 A & AUC 408 M 12 Cra 40 25% + @)
i e PORE TR RIE 8BS EE] 55 hoh - Wb W ABA LR E
HEEE L - Winik%d5 1 sertraline #) - AL 4% K8y -

6 — BU48 41 4% 3 64 PH- sertraline RAARE G K &0 DI BT » ££ 20 3]
500 ng/ml &9 4 P9 + sertraline o X R QAR BN LS H(98%) - Rd » LRAE
# i& 300 ng/ml & 200 ng/ml 8% - sertraline & N-desmethylsertraline 3t k2L % £ &
RIEH & B 54 /1% ey Wb - warfarin & propranolol » # & B & K 8965 H(B
51 8 EFR) -

AR —Sertraline & 47 KL RIW - Sertraline E EHRMEMEAHALRTL
Z £ FHi -

# 3 --N-desmethylsertraline ¢ fo ¢ K% 4a MR+ R M3 A 62 2] 104 /v 85 - #o 4
16 A& A P9 38 12 % % 47 R 5~ N-desmethylsertratine Lt sertraline 7% M /)~ 1% % - Sertraline
& N-desmethylsertraline 3% 48 ifh Rt ey &5 A - 48 %8 & < K A2 M glucuronide
4 - LA9E 41 4% 308 sentraline 4T 2 AR R B 1 % 3K 494 T P 45 3R, » sertraline
L PR ELTE 5% LIRP » RAOKH R R 40%5] 45%) 8654 & P4 S
RYER o LARTARIRA sertraline < £ F] —LB5R » KA 40%F] 45%
B EMLE RBPER - &4 12%% 14%KE A sertraline - Desmethylsertraline
AU BT R - RN 2% | XRAE 14 Réhby o

Desmethylsertraline 2 AUC0-24hrs) * Cras & Cmiin L ey 43 {8 K 43% /0 5 %) 9
1% -

Mok

BEAKDVE 5183805 % o sertraline YR A LBHRAFALT S
(12 5 AR A & 60 1 sertraline fE /) - 24 T & P RbRERHH
W —HRRRRES TR ERBEAHELLR 612 K5 &) -
BA—ERAM S METARTTILREMRALHFELRE(1845 R)R LSS
W H (265 R )8Y sertraline o M & - F—a % 1| L% REMA sertraline | % |
ROBFAOR RBE-EHLRFABEHERG2/4H50 200mg - £84M %
EATH G K FAL Con AUC B FRBRAABRLR r ERBHY
Coax & AUC RIRI& » F R TF04E o B obfE 598 B 1 sertraline Y M4 5 b —
X5 o SEARELE LN HST LGHER  BALEEFLEHA - Sertraline Fik
#f desmethylsertraline AR i & & tbfp) {238 w9 s 404840 -

FFsh 6 & 4R —sertraline e AFBEA AL R - SE 9138 /F » % IR AT R4 A
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Mieh § R B MBS REIR 0 B 04T 50 mg sertraline 4k 21 X - fa
AW &R AT RRAL A A sertraline 9 ¥ E A K B AUC R Con Aok E
FAZEZ  REEMHZ AUC R Cran B EFAZBME - BERNSH &I E
GEMAERESASBMAR - ko REFAHHEELRH A ZOLOFT > Kiz# &
PRI B A 45 BRI R 6.6 HRRMEEFTRA 3 HBMALAE) -
WM M — 54428 F A B8k sh &8 £ Ji(creatinine Mk £<30-60 ml/min)#s A
X P A B R E B e SR (creatinine M £<10-29 ml/min) Adidh % kA&
HHER R B LT 50 mg sertraline @4k 21 R+ WEH LAk 0 &
HR LY (AUCw240) »Cnax) R BB LA LA - RUAERBTHEHR TS
#2 /5 R M2 ZOLOFT sy B8 § -

12. G AR SRR T

L 53

HEA

ZOLOFT 6 14 DSM-TI 4 /2 3587 & P35 8 A e 40 6 £ 8 18 ¢ 31 8318
CHRTERL MAAMKE 24 AHARTRABBRAELHLCER -
BEHFFEEAE - HBERREHSOLBIRABYHE @ XN EH LY
AANAEFRL(LE Do dSM2 8) MR KLIE TE8AEKPED 4
IR BEER LY AP ERHMRG LR WABITES A SRR SBER B
HES ARBAARMEAR SHERXIENTLEY RAEAREB RN K
ZOLOFT #$ it e E m AR E B R BRA L P MK - 4t 8 ZOLOFT
SMMMAXSRARKAPIGEES A ZHEMMN T SBIIL % ZOLOFT H 4
BlaRH  WEMA ZOLOFT i AR A TR B m AL S =0 8 Bz gt
HEHHGHRERBA LM - Eb o BEFEIFRMIX ZOLOFT 4% 5 A8F » Bk
TR B ASRH A BER AR -

Rivg

b3 23

ZOLOFT & § N —RSIH LHPIVHEAFB IR TV & £#0 8 6-17 k)
AM12B S P PITHARTIER AR Y LEHELHE KR 25 mg (%
¥ M2 R)XEBSOmg (FOF SR 13-1THR) B TFTRESFTEL
A LR RN | BEBELZHER200mg 2R AME  TEBELRESHF
MatREAEXR178mg. —R®B¥—R  RELHREMA -

LWIRMRP » P2 E A %ibsEHADSM-T) » B3k Children’s Yale-Brown
Obsessive Scale (CYBOCS)& 2K + L FI 0888 22 & - 44 sertraline
EBeHACYBOCS PHRAN®TR T 5 REAXHBLHHALYA TR
3pdatt  HBERTFHR  PWHERBRRES RN AMSERESRRMLR
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ERREVWEHRAR - SIHLAXLMN 128 F - RUBHBALLAEY
137 ik BT AHM 52 BUFREMEOMAAERALME  SEKX
BEREVF(F#BO6Z I8 RMEM ZOLOFT sh o4 -

ZOLOFT# & AHER 25 mg (B 8 6-12 R)KE B SOmg (F 7V & 58 13-18
R BTRTAFABEGEMNE * T3 AHERMA0 25 mg XBRMH S50 mg» 3
STRBERARBEHWHLZRER200mg - LIREHLLBEAER 157 mg -
£4F ZOLOFT A S2 AR T » A #tm ANN—REMER S L A Mmie T
2@ ERRK- AWM 12 BHK T 4 sertraline & A& HA %R H —IHU L
ANERAAEL(RAEBRMMBTMRUDMEHR e A 73%-Sertraline E &Y S ER
THRATETHABEEPR -

&A

5t4 DSM-M & DSM-TI-R 2 3£ 58 Bk A ¥ p 2 488 ~ F R KM F 5064 0P
R AU ZMAINA S B 12 86 IR% CIE T sertraline Z AL DM -
£- 12 BB EHMEARHBUANEE B2 B EH 40 Bertkad K
THRABKARTLM - 44 DSM-TI-R thibESBiRA LB EAXITAHS
WABEGRY - B Lok - NG RMEKHE AR T -
B AETEANHIREDS Bk PR TLRATUERLEY -
MKGITHREM  ABa) REWMAITH  RBABBAEMEAE  AURBEH
RER LEARBARARBY X EAARGHITAHA - AZMERE 3P F47
LA R8BI F - sertraline 5 BPETERAR L R It LA A ehe o R
£ B 40% o

B HBOERAMRG AN 128 T BEHENLBAH RS T
X B AE 26%80H A K 2k - ™ sertraline 48 ¥ A H 40%eh 55 A K B IK -

RN 4

BT LR AN 40 By RA X R » 38 45 AZE & sertraline BRERES
£ o # sertraline A R BsE AR LA —FU L > AMRBEYE Fiik
sk -

PRILZ SN+ B T 3R4% sertraline B 45 6 ¢ 20 A8 T S5 & AE K IL4E » B
AR 52 ey R F sertraline ;28 ¢ » sertraline HIF R - 544} 223 3534
ERA - BM28 A - T - FHBHBGMA T REBA AL BREA
Baty iRk e & - M sertraline A M R HME T AL LLH 5 5 B 70%R 48% -

BiE
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ZOLOFT # 6 BB RENHRBRALTSMN  AmMAMKiE 2B EFRUR
HERB(HELHAEATRARMECMERART)P CHIFEB - L4580 R1%
V#(F 10 BLE 128) HERHMEHL—METHENATET  RRUB
th# > ZOLOFT @AMAM D T mAS A DSM-III-K LA ey Bk e(h ik —
RMBEOHH) BARLESHIEHATHABEAGHEEL » ARELHRE
6 R MR T £ E 24 0 ZOLOFT sk R RSB AERHN T RuH 62 k/H
(N=167) * aRM & A 54 R/ (N=175) £ % 10 B(RERAMBE ) Bk
R BBt 8 T ) R %) B ZOLOFT 2 4.9 X/ B &4 2.5 k/i -
69%¢y ZOLOFT fays A BRERME T AH SHERE  REMNANS 57% - F
BMBERGRFHEERE ) BERFLRES 120 mg (MFHRDMA 50 3| 200
mg) © FiK S REEKMAH AN DSM-II-R B ESHABEEHAXRMHE
R L1EE - AR HREATFPHER 25 mg/ R ey ® Ei6H | AR &85
ARFREEHROFAME -

EERBAIFERFH DSM-II-R EHHEHREF R REAFRRBH LS
Sheehan Panic and Anticipatory Anxiety Scale (PAAS) + Hamilton Anxiety (HAM-A)
Scale & Clinical Global Impressions (CGD)iF £ £ m R ERX R F4K -

Hi oy 57 FTELBE ORISR B R B Y BT SR SR E B R E - sertraline
HARENTEH - REFZIRFHTFIER  BRESERBAORRIT S EH
FEARAABRAEAM - LB EHMEARLT  HXRS0mg #200mg H R FHE $
A FRGBARE T MR - 12 B2 LR B R

BXSHEGIARE)

HA

AHME P RURHE 514 DSM-IVIRESU AR T BEELE B EE)
REPISHEAGAR T BT ZOLOFT ¥4k % B0 2 (32 X £ 8 72 ) 80 8 24 - stk
R BN LB ERAIMHES MRAGLEET  TRAHBRAESRS
EEAAENAREEEERGEE - EAPRTAONSLRF RN 2Ll
SRR RAR - RARF LI EHRREABE ARSI BWAZ KM HE
GaeitE  AMARLA S TRETHAAGIFHY - ME(LH)EAR &
REWKB/AZEGMWh - RRBDAEHEBIT G RAGMAY - £ L ARITAR
HHARARS LGB MATAERESHARTIAMECGEIERE) Rk
HERARBYRERTRGFTRBIURE -

E—HMI2B- 5P - AHME - RHEMA ZOLOFT(H X 50-200 mg) ¥t 88 &9
B B —EEMSTER 25 mg - X & £ 1x(a) the Liebowitz Social Anxiety
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Scale (LSAS) (b) Clinical Global Impression of Improvement(CGl-IS2) R E £ A R
Rt (Bp A% SARBRE Z B 4) - 4K LSAS R R MA ZF 5 tbig4e
ZOLOFT SABALL T A H K -

A—AH208 - 5b - BHET - LHAHN ZOLOFT(H R 50-200 mg) #1824y
R B & R u4(a) Duke Brief Social Phobia Scale (BSPS) (b) the Marks Fear
Questionnaire Social Phobia Subscale(FQ-SPS) (¢) CGl-1 & B & #(<2)Ri%4E « 1k
BSPS 485 ;A B &R - i ~ £ 32 B F 5 $fo FQ-SPS % » ZOLOFT @A BALL %
BRIHH - MK CGl-l T4 » %A ZOLOFT thle RUEBMAAMB I NI AL -
A% 20 B AR B3 & 24 00 20 BERR 0 # ZOLOFT A R K B # 4 DSM-IV
B ET ) AL L AR E (AR RS ) A LR IE K ZOLOFT 6% 3L A & 1 &) IR
K% 24 B2z IR RN - 48 % ZOLOFT 4 4kis A AL & M A1 A oA A
e L% -

3 E: 4

A—FHEP5H8 QTe i AT MR TRERLENERMNEALST
F (34 400 mg/day (200mg BID) &4 B & R R R A # & o) &) 48 € MG it 47
5%+ sertraline fo 3¢ R4 A] 2 M2 45 B 7% 4 /] 0% QTcF #9 Least Square mean
difference A i 90% C1 L FR(11.666 msec) { A A EX K o8 R 10msec - £ /-K
B 54588+ QTcF & sertraline fo 8% iR /& 77 45 45 84 & i /&) M 1%

[0.036 msec/(ng/mL) : p<0.0001] - fiFH & -RBIRA » B8R LA %S QTCF s &
(BP 1 90% Cl Hifn{EA8i® 10 msec)thBE R {E £V & % sertraline AR RA ¥
(200 mg/day) i &5 34 Cax 49 2.6 12(86 ng/mL)(R, 5.1 B/ L EEN -7 X 54
A8 MER/ARREALSAR)-

PTSD
fL-BERBARYE + 54 DSM-I1 2 PTSD MR 2 > £ 4 24 BAMA X 5H M
f& #1 sertraline 8 50-200 mg % M #UR M &35 A(N=96)MH 1 it 4k 1& % sertraline
RREMEREHR SRS 28 BABAELBEABURERLIHERARE -
AR % sertraline 74 ) ALK 69 28 8 B 4 REE RS KR AR M %
AL RAMBENBRLEREBARA BHBY LT LLWRE PIFHHE .

S ¥ F .5 (PMDD)

#A

ARERE - FER  HMAE - TUHYRBTZMEA LBN Y IRBR(AR |
A 2)P#ERX ZOLOFT M aTH @ MeyRa - K | ¥4 Late Luteal Phase
Dysphoric Disorder (LLPDD)& DSM-111-R #% R 35 B 5% A JE BE AR L oL 8848 BY /& 1%
BER AN A DSM-IV « S 7 2 ¢ e ARS8 W R HLE S DSM-IV 41K 3585 -
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DSM-IV i St a5 B R B oo-oth - B8 - Bk - B RE - Rk
ht-

AeHaBANAYEHALREG - LEARE T  B25H - RBsERAYW
KkiEHr sy > AIRAMEKEBILE MM - A A ALA AR - B M E
hoe BUEEREMEHLERNBMSAITEAREA FREBER - B AL HRHR
MEARBMERER REBEAER  THXARKELER T4 242 -
HXEHEABRMR - R Z ISR & — & AR5 #k-the Daily Record of
Severity of Problems (DRSP) R i 45 & tf ~ £ 18 L b5 Kk - 5 4M i 4 the Hamilton
Depression Rating Scale (HAMD-17) » the Clinical Global Impression Severity of
Niness (CGI-S)sA & Improvement (CGI-1) 5 $t R sF 5 %A -

AME P —HA 25| EMMAASR £ A EBMMES T ZOLOFT &
REBEABASOmg REARSAYMBERKBRA LN E2REKALNH
MR - 5T ABER S0-150 mg o

ERT2 P RIH 281 GHEMHASH  Ram AR R EERA @By % Rk
In(s 1k A i8)#e T ZOLOFT i de ks M B AH K S0mg - SRik & A RGFHEH
BoBAARBANERRERA LM 214898 @@ A - A5
AR RIS FAEHR 50-150mg -

fLPr A primary cfficacy 8 ¢ » RE A ERA T ZOLOFT(h st R 1) & A M
BT (oK 2) » HAAT ZOLOFT tb e B A BR X oy g -

A LITT £ 38 & P 2 X R0 0T 165 B SE BT a2 0 E il 4y W 46(LS
F44i(+SE) > Astat & & Bl (B p<0.005)

X1 - X2
Sertraline M Sertraline THA
ERMAMES R (N=104) (N=106) (N=119) (N=110)
DRSP M4 25 1(25) -96(24) -247(22) -160(24)
CGI-R Xt SL6(0 1) -07(01) d46(01) -10(02)
CGlL-a $ AN L+ 22(01) 3001 24(01) 29(01)
HAM-D 17 8 9 -5.7(0.6) -34(0.6)

* CGI-L b e $L1MBp 28228538 57+ Bl & CGl-1 & + &P AR fe A fe 3% 4o Kl tada e ey
Rt -

13. K RME

13.1 &%

ZOLOFT &M #54:# + 4 4 sertraline hydrochloride 48 & # 50 mg # sertraline
WEREEBEE -
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13.2 w5
oo @R -

13.3 SyfF et
Wi AE 7 30°CILTF -

15. }4&
RERZHNEREFR
WREC A RATETAEA R XBEY -

#& A T Australia 20201013-3

% i & ° Pfizer Manufacturing Deutschland GmbH

R ub © Betricbsstatte Freiburg, Mooswaldallee 1. D-79090 Freiburg ,Germany
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