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Effexor XR Capsules 75mg (venlataxine hydrochioride)
MR Phcer ieand Pharmiaceuticals

Litlle Connell, Newbridge, Ca . Kildare. elasd
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SR ¢ Phzer Pharmaceuticals LLC
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Effexor XR Capsules 75mg (ventalaxine hydrochloride)
ETEL Pizer reland Fharmaceuticals
~ Lpwe Conneli Newbnidge, Co  Kildare. Ireland
ELRIR | Plizer Phammaceuticals LLC
& % KM 1 2Road 689, Vega Baja,
" Fuerto Rico 00693




Dosage:As directed by your doctor.

Start with the capsule corresponding to the day of the
week and follow the armows. Swallow whole. Do not
divide, crush, chew or place capsule in water.

Stave at or belew 25°C
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Dosage:As directed by your doctor.

Start with the capsule corresponding to the day of the
week and follow the arrows. Swallow whole. Do not

divide, crush, chew or place capsule in water.
Store at or below 25°C
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MR RS RERBBR IS ESR

EFFEXOR XR 37.5 mg Sustained-release Capsules

R RRFRAERBBR TS ER

EFFEXOR XR 75 mg Capsules

HE MW7 024421 B

HERBFE 023571 &
ARFAGRGATER

¥ AvBEPITA
$IRBRET  REBRLENE S FVEREBARH M A RELSRTHNER - B
REAN U BRAEZEFARALESHNLABRTARESRATEZ AR I » TER 65
BALZEFARAAEER > LiEEo R BB/ LAY FE X EHFG5.L1)] -

RJETERRZIRANECRALEBRE  BEFERLBRBMBL - ARESRAT
B HoRBAREREEHEAREVRE » RBF RS Bkl oo R/ £ 5 H5 %
BIEIF(5.11) B T T Ao(14)]

Effexor XR & &4 R0k A3 1,8 55 A R Y 45 sk 8 22 & K H(6.4)] ~

L4k
Effexor XR &4 8 —R 0 R& 5K L 28 £ » 1944 Venlafaxine hydrochloride & — 6 o 5
# Fo B B _E A% F B Rolede #| &l (SNRI) -

Venlafaxine 1t % £ #(R/S)-1-[2-(dimethylamino)- | -(4-methoxyphenyl)ethyl] cyclohexanol
hydrochloride & (+)-1-[o-[(dimethylamino)methyl]-p-methoxybenzy!] cyclohexanol
hydrochloride » K% & % Ci7H7/NO: HCl » 2~ F 8§ 4 313.86 - L &4 X 4o F :

N(CH)

a2
e

¢
|
H
H,CO sHCl

venlafaxine hydrochloride

venlafaxine hydrochloride 5 & & 2 K a & St > £ FEARE S 572 mg/mL (WL f bl T
BAEFEE 0.2 M) - Octanol #K(0.2M $1t4n) 2 1% 1% $(partition coefficient) & 0.43 -

Ry BR AL GBS AR R ATiES  ERZ pHEHE -

NG 3. 82 9. 55 4
i3 & 4 A venlafaxine hydrochloride » 48 € # 4 37.5 mg &, 75 mg & venlafaxine -

1.2 BB

10f 34

W B 6,35 cellulose - ethylcellulose ~ gelatin ~ hypromellose ~ iron oxide £t titanium dioxide

L3mn
Rk (e 3% 5 g )

1.4 &t
Effexor XR" (venlafaxine hydrochloride) #4 # 1 Bz S £ Skl F 7 & -
e 3TSmgBREREBRIB/ KEMRCBEAR  BEEEL "W, & "Effexor
XR, - mBEAMEE (375,)
o TSmgBRCKREMREB I B R AR  BAEES "W, & TEffexor XR; ' @
BREABIEE "75,)

2. WM
BE - EERE  HIERE - BHE -

A

2.1 £# % (Major Depression Disorder)

Effexor XR (venlafaxine hydrochloride) % & bt 8 88 & 38 A % €4 5% (major depression disorder)
616 o

ey 8 12 BT H AR RN 0 WRE Y R A4 DSM-II-R & DSM-IV &4 5 Wrey F1 35
B A 0 BA3R4E Effexor XR #78E e 3k [ R ATEER L8 F#H(12)] »
BRKGEADMIV)Z S HHBRERSFANTHBLER ) LI RE) Y08 §5E
BREFBLLEE  MEATHRMGE EERANESRATHAEER SHES 0
BOHNBEEFHREESLLE  HERR)RBBENBR > KIRKFR - HiF IR R
M ESMILE KL RERIRARESR  SRENREENHE BB RERE
jﬁ a

Effexor (— A2 B)HN B E B B A2 & & — B o B IE ) 88 KRR P E/ R MBS 5 FH
(12)] + It 2o 15 48 ST AR 22 ) 2 AR 59 A - Effoxor XR 8 A A B A8 5 214
RE WIS HFHRR -

FE A AR B ¥ AR 40 B BR R 3R B 45 R ST 0 Effexor XR i B8R » 8R4 % 8 8% -
1T e 51 26 WA A LM o SRR AR A H I8 da eh 14 SR BR R SR Bk 45 F R 85 7 + Effexor (—4z4%
B)HASEMAARLAHALATEER  £Rie) 26 BRIEK 52 BLEESRULERS AY
9 WL BT EE AR B E HAH(12)] - Sesh o EHEE A Effexor/Effexor XR &8 % Ash B 65 - &
ERREEINRARMERA LB T RN/ FHA LR F(3)] -

2.2 % % K # (Generalized Anxiety Disorder)

Effexor XR i A% DSM-IV £ B 22 g - B FLFAORANFRAOERRER  BEARE
BIRER B IEH -

&y 8 B NE A R M A s e BE R IR 4L - £ A Effexor XR #1454 DSM-1V iz & &%
(GAD)# i & I35 A » 38K Effexor XR {1 L B H st/ R A es Kt sp F4 (12)] -
ZEREDSMIV) XA ABEMNERBZL(BAERC) HREZDXNER » LRIEIEH A
RAOFY - VAR THAMERTZZMER B FRLRERER ZHRE L&A
ETYERSMHTE HE MARK  sERMEYRE -
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SEAR 18 A & BE R3S 4 R 85~ » Effexor XR #5482 £ B2 (GAD) R A aktt - E4EE A
Effexor/Effexor XR &5 m Ath Bér » BEEPE SN B ARBERA LEM A 2L -
[FHRHERAE(3)] -

23# % &K (Social Anxiety Disorder)

Effexor XRifi A #DSM-IV (300.23)57 & £ 2 4+ % £ B ©
HETEREDSMIV)ERALERRHARTIREI LN AEEGSNRAAERSESF  €EALAKR
BHRGBE - RENRD A IRIETEE KR E EE KT ST 7 B R 4 1% (panic
attack)) - MA T LB L ERORE  IFL L TR BANOERAAEY - EHHBIHS
B - THRUMMEE  BE BRESYEARESET T £% AT EHRALHK
Mo REWBEERIETRY - CHEUZEMNRERFOERRTE KR THPHEEH
PR

BhwmMal2iBf—a6@ A « A S B I a6 eE R IRER RS o 48 A Effexor XR# 71 4-DSM-
IVZ# T EEERAFISHEA » K Effexor XR¥T B A bt/ £ 4T85 4 545 £ (12)] -

R #A1E M Effexor XRig Rt X & BE S H S oL@ 12:8)  BAT#HZ 2 H A RIFIEHR
Bty A HuiR4E o AR LB fE Effexor XRG4 R & KR 69 F 2014 O 48 & — 18648 A e R R sk
89 - E{21% A Effexor/Effexor XRE 145 m A0 B 65 » B XA EAH ARPEA L&Y
B RAAERAE (3)] -

2.4 Bt (Panic Disorder)

Effexor XR ##F°T Al #0484 DSM-IV & £ B 4-B8H( A S50 F I okE & R HUE B A » B
EA-RBERMUABHER  AACTHARTESLABRELRIERE  B/RBAHEH
E A ABRGYIT Bye -

BREDSMIV) 2 e R A LA EREIR » Bl MEFtL e R BB E B H XA -
BHRFEERRERAUT oMU L FER  BREERGE 10 MERKETEHHE v
% AR D 2)F T DEHAMRMEER  HRETRARKKFABA S AELR
6)M R R AEI R B RALA A BiaR  Q)REIAE A - KR RERIE C BRI
FREFR(AEGBRR)IAS BRI MEL R) 10T HEREEH  1DHET R
B IEEAEREFTRARSLASHRE)  D)REL ML -

R E DSM-IV R £ 6 P BEUE R F R ARITAY R BAE TEAHBRGR T - 435
B 7 Effexor XR # B GUE B AR - B oM EEMEHHE R 12 @6y Effexor XR A # P (open-label
acute treatment) i /R4 A 14 » MR 1T o) H R ES AR IXSR AV SRAA T Effexor XR #E9ARREH R
B[R FESY (10)BERRRFTH (12)] - o7 BEFE K Effexor XR A6
g T R4 9 & Effexor XR A8 — 0 R4 R4 B 6 m AR U [ A HLRF &
(3)] -

3.MERAE

J1AERE

BB R L& L2 B — RN 48 M E —# & Effexor XRILHEH 84 L4011)] - BEK
BFREEBE > RERE B RFRAAKT  RTHBE IR BN R GRK
) LSRR K- RER -

AR
B
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S 30E A HBL 75 me/day ¢ Effexor XR fE A A48 & » £ — 8 E0M o B5 RN
7 » 1 Effexor XR 75 mg/day 6% ¥ RBEPILHA » LR ARG - #0004 m
Effexor XR 995 A T A& Bl 375 mg/day 448 S hwEtagk BRYEESRR 75
mg/day - Effexor 4R BB R B A TR &M% HAREATDET » #7975 mg/day B 24
BRIEtmA - & THAEHEA 225 mg/day « T3 hadk % A % 75 mg/day » 3% 4o B E 89 1%
EORMR I HEHBEAMT o venlafaxine HE T ERMME VD LW E A BT bR
BlRB B E 0 BHFM1])] - BERER BB ET B EMBRTARAREE  F4HE
£ 140-180 mg/day [ £ AJ 85 £ 248 F A1 (12)] -

¥ EEsm A venlafaxine (— MR B R A B A F4 % 225 mg/day | &8 A9 EE RS
Hhoo HPNBARENERBERA  FHAESH 350 myg/day (BB 150-375 mg/day)
BREIBERANER > B A RTEEH WA T AAENEEEM 225 mg/day ;A L
BRI IE TR R -

2ERE

S 2m A EHWIL 75 mp/day 49 Effexor XR 15 A MBI $ » E— B BEH - BB ARKR
TR EREZPIS R ANE ML EE S 75 meg/day o #— B pI454E A Effexor XR &9
A TIAA EEL 375 mp/day 448 S hwELBL C BHEEXE 75 mg/day - LB & H
FEaP - Effexor iz KR EREAAERAMAE S RBETEET #7755 mg/day B
FAARBEABA  REGTHBERESH 225 mg/day - Ty REMAE A 75 mg/day + 3o
AERE/ AW -

REELE

YR % Bk A 0 B LTS my/day sy Effexor XREA M #§ » B—#E5 M - BRI
T AREREZFISHEAGE AL E T A5 mg/day & AE E 5225 mg/day -

R — B 41 A Effexor XR 89 A - T A#E E 8L 375 mg/day M8 E  @hwE £ A
o BWEE TS mg/day o LB EH KRBT o Effexor <A ELERELA E MM
o HRBEELHET  HMN TS mgiday AERARENRA  RSETHBETALS 225
mg/day « TR R HAEL ISmg/day B EHMBEIZOEK -

B

A 37.5 mg/day 69 Effexor XREAFAWEE - E—BEMA 7 8 - BARRKRET  Bix
ZPIm ARG E LGB EH 375 mg/day  IRA 7 B - B EHLA 75 mg/day 0§k R
he 75 mg/day » B R AR E A 225 mg/day « K - EBEBEN  EHAEGEERBERA
FREFHIESS  MUABAEH 75 mgiday AERE > BETHERAB TS 225 me/day -
B 93 ot IR Ho B 75 mg/lday » b BBF » W Aoty PTEERI T AT B o

# Effexor — A& s2# 44 B Effexor XR

EVERALBEZLHEE TR L E4y Effexor (— AR e 2 45 A Effexor XR » {540
% B £ A MR 37.5 mg Effexor — A4z @ - T %1& A& B —Kk 75 mg Effexor XR o &M #E
TR mADEELE -

3INBBESAZAE

R T-9 A 94 %

M4 577 % & Effexor XR ~ £ 4¢ SNRIs 8% SSRIs : B 2 7-9 {8 A (in the third trimester) + £ 5,
EARBBEERD AITRAETEEERER - EHFTRIABREERA (LAY LER LT EE
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(5)] = & Effexor XR ;445 7-9 18 A (third trimester) &9 4F 4 37 + B 6L A H ML § 580
ArfAl g -

Aol isn AdEn ¥

$LE W AL R AT AR BEE B FF(6.8)]  SERFREALH AT o venlafaxine 2 ODV kM %
M EBPERF RN - Bt NP EIFRGERA > BRUURERA TR L% - BEZAF®E
HAZERMRR  THREZMHINBLEAE -

Wb AsER &

BUE H AN R A A B B FH(6.8)] » Fho B MR A(K 4k £ (GFR)=10-70
mL/min) % - venlafaxine $2 ODV &4 7 F & [F K A FEPR L F A3 o o B sb » B PR EIK 25-50%
AEM4eEH - HN AR EMEGBRZAA  BHUFMR S0%Z A EMLLH - LR
M) REARA Y - BENTERAAZLEERA  THREEZEAHNELERAE -

BERAHERANE
HREFBALRFEERBEFHRBERE - R REACEGRBE - ZERE -BIER
ERBFRESBRH - LB I CHERANEFAEA - BIERLERGE  £AFH
B EEHANLE -

o

M ARFEARMEET » Effexor XR W8 E 2 ERE HRXEREXRBEESATERN
} kﬁﬂﬂ‘/‘é‘ﬁ‘ °

— MNP EHESHEEF TEHEARERMAEH - £H N Effexor XR A8 % E R
Bt m AR LREMNBRRE B EREEM S 50H REB 8 RIF KL Effexor XR 64
B (HBR S ERA 75,150, % 225 mg/day) > R Effexor XR 4 26 i P9 #4548 7 48 & 445 20
R BRETARARMOA HM - Ko RINEE KRS » 23 Effexor XR 675 26 B A R &
HEAHFREARAL L > RSB EREH(100 £ 200 mg/day ; 5% 8 —R4%
KRB 52 B o &R Effexor XR THUMF ARG EHER L YEEL MR FH
(12)] - RN s BR R BAR A R - BT M B EHETE £ KRBy Effexor XR 5% & -
Bt BEME R IXBE G SR ADEIFHE -

ZEA1ER BRI 4 RBAT - Effexor XR #i2 B BE A6 R - MWL % Effexor
XRiGHeyEERERA BT IATHE RRE -

FE A8 A e ES R84 R BAT » Effexor XR #i- X £ B E A SR E - #dEgE ¢ Effexor
XR g Hait X B RERA 0 BT UUEH B ARG -

1AM 12 BAHBRERBERE  FRAEKBEEHA  RERSEBALEH R4 EH
¥ &5 Effexor XR (75, 150, #, 225 mg/day)3% 4k:4# - L& Effexor XR ;4% &9 A » 198t /4188
4 HBAMLIE R T RAS1EHR o BRM Effexor XR ALK EMAERXEARA  FHARBR S
Y-y SRS 3T E

Effexor XR &% B

4 1% A Effexor XRi4 %05 » i X, 7 1% & » 12 41t BRE B R4 - L Effexor XRES K
WP AERAAUNGERTS megey MR RES - AL B EFRALAFELEN/ S
B 25t EEHG17)] - BEBATHRERBBRER HWREH -
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Ik 168530 1 R (MAOD #t Effexor XR [ #56 MM-i 5k 5% 5 i I Hp fp e

15 148 B ¥ A 4L 84 ) | (MAOI) @ FA 4& 4% A Effexor XR i kit » PHELS T2M5
14 X - Rz » L4 R Effexor XR M M4 1& A 8 8 AL 8840 ] B(MAOD) 4 B #h b s » 2
DEBMGT REMLEMA2) Rz §FF (512 XAELZHA)] «

R348 MAOI » Jo linezolid &, methylene blue ¢ Effexor XR

GE A 4% linezolid 2 # Bt £ methylene blue ;48 895% A » AT {& M Effexor XR » B & € 3% ho
Bl FFERHAAR BAZH W ERIKRELAELTELERGE > RERE NN HF
AOBER) [£HH£.8(4.2)] -

AREHRT » B2 Effexor XR 48 693m AT LATEEA linezolid &4 x
methylenc blue 4% - 3 linezolid 4 Ak #y:E methylene blue Z SMa AL S ey Kis ¥ X -
B iR{542 4 linezolid 3% # Wi # £ methylene blue ¥ 3% A B A B AN b F R ZBRR
AN AR R 3LBp {3 A Effexor XR » # 4% F linezolid 3 # Wk #x methylene blue i 85/ & My A
RELADFFEMBERET R R BB Z linezolid & #$ Ak &+ methylene blue 514 — B[4 &
24 AR B RS E) o & linezolid & # Mk #hix methylene blue 4 A &1 — &% 24
B 0 T E MR 4R A Effexor XR 4/ R F it $FH(5.1.2)] -

Effexor XR 4 i 9k ## k% f1i8 12 2 methylene blue(de & AREEE] K5 2RIEH) » RIFIRMEH &
B4 1 mghkg 8 BEikie - R LA XERS  BHIOERLEFEERBALSE K
TR R A 435 B EF (5.12)] -

4. %32

4.1 %

# [ 7 € 40 & ¥ venlafaxine hydrochloride - desvenlafaxine succinate % 3 # 42— Bty £ 4 i@
BemA o

4.2 BF A B AR S R (MAOI)

& B M A R 5 0% 0 MAOI # 3k $1 Effexor XR #f 8 . 4£1% ik EffexorXR ;48445 7 XA » B
B AW o do sk FE AR RS AR - 45 A Effexor XR 6% » 7R 1k JE 48 1 MAOI 34 B 4k i 05 55 64
14 XNER[ LB ARG EG)  $FERLFEFH5])REZEHF(2)] -

Effexor XR 4, % B # iE 4215 1 MAOIs 6% &9 % A(de linezolid 3% #% k% 7+ methylene blue
H) BAHHE M F RRRBGRR [RHH ARG EG)  $25/ 2 FFFGCI)URLZ
ER(7.3)] -

5. $BRELFR

5.1 S5 EWR

S5L1 8 ¥V FREBAG ARG ENTR
BREEBENATHARERATUATEABRARETS B Y  THTHEHALTEAEEL
B/RA BRSBBITH(ARMEREFAHTAHRY  TREALTESSRGTL 27
FIEABEKEAL COPERT LMW ERTRSMORALRERITAYAR » BiE
EHERRAFTRRAGRABROARIER - K BR—BELRAGFLEMNBE ' 45
AL R E RSB o TGS BEmif B g B BEGMITE - E2
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AR E BB (BRI P o F F e ey B R il B8 KA M ey sa ke H BB R
R T e FHE 0 HRE S E % (major depressive disorder 1 MDD) & 3 #b 4% 39 5% 5% 89 &,
FFOERFBA(S24R)N LB LB EHRE  HAALR AR ERITAH(EAM
MR ETRE  ANOBERAHBATEMERFARES R M2URUREAERASR
RO E > (265K LR A A F1R A MG B 6B -

4 % 854,4004i f& & & # )% (Major Depressive Disorder : MDD) ~ 3% ié s (Obsessive Compulsive
Disorder,OCD R £ B R B L ERFV FRFBANS24R)F RSB EH Bipmy
245855 B EE AR A M 0 R295IH B 77,0004 i o AS B 1 IAEREH B sa e K3
RBR(FHAM2EA)ERE  HRESENREEEDNUARNERERAAHERMEOEAIBE
F—HAPE  EHEBREAMT  MRMAMRESBHUFE o REGHEAR & 2
BB ERERE S FARAHTERELEREMARGHAR £+ L EHE (MDD A
HERBYARES  wRESBHE BN HEE  MESHE R AN B RAKSH
0 BRERMERY & XM - SadiBHARGARAYBaeE 1000/ E 2450 E
AMHBRE)FEINE L

F 1 ALOMEBATY » BEREVERGBABERARTERNMHA A RMH LR ZMEY

£ M RBR i8R &%
<18 % 414 EE
18-24 2 SuiEE
TR -2 A
25-64 - PYV YL
>65 N XYk

B A RERRME L ERA Y AT ARFMA AR SRR A
FRANEDBGARIBE  SRMRHF S HRLUAARNF RAMS et & RF
#o

BATMAARRMBAREEEMERA UL AT ARAARYAR - 24 5%
BERFRAGRNAEHFEHBERRBEN T AIBRTRES AW TEA L R HEEE
HIEFAE o

FRAHERARLEMEDBEZEATHRLTTHEEDNLH  BREVEERANBERE
KAETARBILARG  OREETLERABRMARITHEREXHUE BHRLLAGEMS
B A P REERFHCRW AR R E R E) -

BRREBED LR ERE XL AR (LB ERBESHEEARORERLER
A BEMAARATRERARTOER  OFEE - TR £5% - KR~ 58 - ®mE %
B G HE R EH R R) - ERE (hypomania) B skiz § 1 2R L KR E
BRABABANBRARBK/RA ARGEH AW  CELTLERDTEEZAALRS
ARIAE AT -

ERANBERFF R RELFARMS - HABERBCRARESOTAE 2 F
ZRERBAGBHRFTAE  FLERASARESRMETRABEZ — » B3 RATiHE
BRARRACHYBBMEREL - SB TR EF -
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| 5.1.35 R 5%

B REURSAEREOFASE  BETRBAARHNEHH

R EAF L Bk
BEERERE  LEYITREINRILERER/ LMY E LEFRGSLT)XRF AR

W ?IP

#3)]-

REFREFTHUAGAERBRRERELLER(RHET AT ER) MRS R LR
A BRBERARTEARY  HRIAECFAEFTHTARARI MRl EH#
Bk R ERMEAGBERTX  ATPRELERAL - FASERABRERAGF A
MR ERIRE R AT AR - & HEffexor XRF » RO BREHB ML > Ao BE
RABADEELG  WEERBERA KRR -

£ 3% A 4 4 1% 2 & (Bipolar Disorder) & 5 A

BN EHIE TR R AR & - S ek 0 B R R B R A3 0 12— 4248
FEBURTERM LR LA LB R ERARGAA » TEEEREAAD(BEREE
RN EMR - SERBAMA AR o fTiia  2AMEUREE B e rrke
BAR B ACEDENFEUERREALTEAEEELE BWERR S RO F R 01z
TEGHPEBRE  OHARERBRLZANR CHEMEERAYEYL - %9 &  Effexor XRE
AW RAEALE RS R YEE R B B

5120 % KERS

BHREA o FFREER LR F B e S & (SNRIs) & SSRIs » 4 &45Effexor XR » &4 &
EAEREGYGFFEGIHARSE BRI AEH A Lo F F HL R (riptans ~ =
RRILEH A ~ fentanyl - 428 -~ tramadol ~ tryptophan ~ buspirone ~ amphetamines 1 St, John's
Wort ¥ B¥ U A THOFFRBIBENMBIRCERANEHESHARRA LA EY
MAOIs » 4olinezolid &, # -k ) ;£ methylene blue) -

S FFEGHOEROEFPHRERN R B - 08  BEXRGH) a#HELH
(Fo 0 wBBR - 0 BRE - RBEHES BT ¥ BRE)  WEAAEKRBI 4 ¢ B
HoBE ML FREKMBE - MWEEAER) - HE F/XBFERT(o © B
ool s URY) c MERBART B R aFFEIERH -

Effexor XR & & % St MAOIsHf B 776 B 4% 4% 5= & o B4 4 % linezolid &, # Ak #4 /£ methylene
blue ¥ MAOIs:4 #4555 A <% ik 4% A Effexor XR ° #774 M # methylene bluez 8 4 s L M g
183 BERIREEE  BENN] mgke £ 8 mg/kg 0 BA F RATT H 4 81518 (4o 0 JREE B K,
By B 42 8 E A1) R K B & shmethylene bluedg 4 £ ¥ 4T » 3 E 445 A Effexor XRey
8 A s 78 P ¥4 4% A linezolid 3%, ## Mk % = methylene blue® MAOI B 474 8% + 4218 I MAOI
GHAT M kAR REffexor XRIR M #.8(4.2) - AARFEG)URAILZMHF(T3)] »

FEEREH T EMBE A Effexor XR £ # 46 o 3% K BB G A 8% @4% triptans ~ =
B S H - fentanyl ~ 428 - tramadol * buspirone + amphetamines - tryptophan #1 St.
John's Wort % » @M EFMBREAA  HHURALFENNREWHNES/RUXZHA
(7.3)] - Bk hosm AE A8 i ik FEAEBERAR o 4o R EffexorXR 4 B 4547 fo i F BOR B M
REMFMHEE o BB E LG4 0 MW X FMERSRE -
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EHBRGT  CHARBEAMARBRAFRELARE  LEAHMMELRGE
B[ M EI1ERIFRREEB2)] -

B 45 Effexor XR:4 R ATsH BRI /B » 4R TR o B 45Effexor XRig B AT + 3
REHFREEOERE - SREAEAHLE  KTHEOE LA MBI 0E R L
ERE R AR BN o RO BASTRERARAR - 8% € A & A Effexor
XRi@ BB MERLBPLRGEN - HNaBEKAGHRA  HAXRAGEHERT
#iis A o

Effexor & & 77 86 AR MR B8 & + 1P BA4T7R/E (SDBP) > 105 mmHg#h s AL /B EH+>15
mmHg % Effexor XRi& #6948 9 5 1.4% » M M A48 50.9% - jamehss R WEAK R
(SSBP) > 180 mmHg#4 5% A B & & 4+ > 20 mmHg e Effexor XRig % & 42 %) 1% » f &2 A
8 B03%[ £ M5 /EA/ K RRMS.2) #é04 11] - Effexor XRi& Ao i e & B A M(T A
BAaBRM R A RieK=LeF LSDBP>90 mm Hgit %t A E${E > 10 mm Hg
2R R[F U/ FREMB.2) P éoF4 12] - 8RNI T 3% 4i1B300 mg/day 2 34
Effexor XRE BB BEAARDAR > BEAYEPHEIERGHET  HHLLEHZ
LR -

504 % H

% # Jr 4 B SSRIs#vSNRIs (&, Effexor XR) T 434 pn & % 1w B 8048% » &4 KR ~ B
o R BN e R FHEER RRATHRAREG EE - ZHER
WP L2 B AREIES  ARRGA ORI E LR i B o/ R Th 4L o4 8 (1)
4o @ 3RS A 2 H Ak A g s 8 % - Phenothiazines « % #TCA & 4 ~ acetylsalicylic acid ~ NSAID
# 2 -« ticlopidine ~ dipyridamole) & € 4o & W 4 7% ¥ & - 4 A aspirin ~ nonsteroidal anti-
inflammatory drugs (NSAID) - warfarinfo £ ik o B R A e C oo B F o N IRAHAE A B
My THe R W SR o 18 F A FoORAT R BRI RGBS MBS R AR R REAH
FhkERRKORDSFGTER AN -

J& 4 %045 A4 F Effexor XRANSAIDs ~ aspirin i, £ 4t % st dn g % BT @38 ho th g B
B o

5.1.5 ’% /5 BASK M B R
5L YH N (L4 Effexor XR) B AL R ARBILEKR  £BARAE AR T4
B WIAH R H A o YR i (patent iridotomy) o T #E & B st 5 B G A BT A LER -

5.1.6 3] # ¥ (mania)/@ 3% (hypomania)

AESESE  BRERERBFES LTATERRMA T 0 € H %% Effexor XR &85
ABBIBE XBRENEG(FME2) ARSACITRYESHR TR EFEHERGBA
b bW E PSR ANBRBE/SBEGRS  UHAABRERBRERETORA B
1¢ A Effexor XR -

£2° EFAEAFE T 0 A48 % Effexor XR &R 60 5% AR RIRE £ MRE oh 84 £(%)

[ame Effexor XR I
i 03 0.0
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LR RE 0.0 02 -
AT EERE 0.2 0.0
AR 0.1 0.0

5.7 RERH

7 A BB R venlafaxine 89 45 B 5 4K O 4838 A S0 693045 0 B35 B DR BUR K R e BURIME
FRESEFAIEARAEZDHAEAL - EROCRIBMEAR DR L RGERAM -
BlEASRIRAFHAL  HRERGEELS - RELHAGERCERFHRT R
BRI R TG - BB R o% s AR MAER R
B EABGES C BEE BB R B0 HEH - BEF CRAREV(EEHEALERN
BOBRR)  tEEE ~ BT - BEWRc BMESBet o FPHAYAREGRER Y RGBS HEATEL
FERTREFRLEE - £EfMexor XRGF BB T » 04 BART  TREIBALR
AT ARES  BRUEPBRNITA - R L THREF R AL R Rk D Effexor XR
BERHRAS LY Qo RGHEHRIEATE) AR aBAE -

7z Effexor XR kw4 » £ 449 SNRIs (serotonin & norepinephrine & i i %] #])Fo SSRIs(:E 4%
M serotonin MK HIA) 0 DA —LE AR RIIER RIERARE  HANEAE REFE
Wk a3 Gk okef s WP RR - TR RAMREYE -

¥R ABEIRA Effexor XR # » R4 BAE R sE AR - BURKERAE R R ERKMSE
B BEMNEXFRY SAFARMER  TRARFOEIAARARE > RS
sk o Mk BHARTUAFRERAE  2RaH EEEE Ehgblir - X
FBATHS LB %1E A oy M RBIRFB LA 2R E()] -

5.1.8 %M & V& (Seizures)

¥ # 4 % venlafaxine 74 % @ A8 71 45 4 &5 £ 4] - Effexordo B) R e T B —# » B
ANERMBERLABA  AAZEERMEER TR - (LARARR - 645 M
Vo) B4 A B F A B RREM F A s 6F A # )

5.1.9 {& a8

75 AH 4% SSRIs & SNRIs £,35Effexor XR&954 5 T & 5 £ Bfndh - £FZ KRBT TR
B & A S dF 2 R % (SIADH) Mg ik m4hsE © % A B K4 o dn @7 110 mmol/L &
4L o £EAEFASSRIsFsSNRISHE & G RBEF LR OE/ LA HABFELEFEE
(6.5)] = sbob - RBAEBHBARLCRER L AREALTHBENER « F RN LEE
KR8 A M43 k45 B Effexor XR £ B FREHBRAA ©

IR O BIE RO IK BFEERM LB HE T ~ ek B - A8 R(THEiER
i) e REF/REHMERERLIELE - FR T - Gk > FREFLEFET -
5110 R A S RFMEHAR

BERML

EFRHEBE  ZAREFPBEIAAESRUHYRATRBR T FHREPAH TR
| fEE A (M E T 3.5% R LM HALSNEFIN A 3FoE 4 -
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#& 3 Effexor XRRW - REMUBERTHLEBA > RABREARRMTHTHRL

(kg)

i E Effexor XR EYTY )

CemHR)
i(ﬁ?:;:g&g 5 -0.45 (n=333) +0.77 (n =333)
ﬁ(ﬁi‘fﬁ -0.75 (n=137) +0.76 (n = 148)

#% 4 Effexor XR R W ~ %&Dﬂi‘ﬁﬁ'ﬂ&(‘; )’ RERAMETRES% U E)HEFLE
BBIE Effexor XR EYT

(76 01 1)
if;f;"gﬁg‘ ’*ig @ 18 (n =333) 3.6 (n=333)
ﬁﬁi’f"i 47*(n=137) 14 (148)

“ARE A A p<0.00]

BRI R AR R G R 0 R 49 R R E K (treatment-emergent anorexia) A 3| A2/ £ 47
§azx FH(G51.11)] -

CA—EHLERFYFMA Effexor XR £ 6 18 A # B (open-label) sy & 4 5% 5%

REERHAME A Effexor XR é94a A& - LB T » LERF DV FH BT LLTRY
Y BARLERFIVERRFEEENORE oG AR ERRAMI M L ANLASR
& MBS ANE TR B D) AAEBRROBEN G EEEMR
Bl 2R E(<12R)MEmfoRMEE S BE b F P EHCL2K)EBX -

EE Tl ]
ASBFAERE ZRAEFARIBREHENELBHBRETY L Em ANy E
Bl ZERREPEBERBT  SEEWEFNERE RRRTHRATRLHAMH -

# 5 Effexor XR M RYREM P » 285 AdhF34 % B3 o (cm)

il RIE
(30 00001 1) Effexor XR — ZHA
g
(8:8)
>é(8#§,)4i 03" (n=122) 1.0 (n=132)
HEBRIE
(1614 )
"p= 004l

0.8 (n=146) 0.7 (n=147)

1.0 (n = 109) 1.0(n=112)
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AR 6 @A MM (open-labe) i EHERBT  LERFVERMNAEE > LEABEB Y
(BRIEBRFVFRRFRETERS  AAGAHERARN AREERABARS S G
At H @ LA A D) o RAMMEN G B EMERE  £LECIH 12
R)FFE oA R TG HHLE b F S EHCI2R)EK -

S51L11 RERARG RN
SAEffexor XRGBRERE - 2R REREREREA LT HEERT  RETRGRRSL S
S R RAR)E# % Effexor XR 56 8h5% AT LSRR ABam AT % (58
&6)

#% 6: Effexor XR ¢4 Z BRI MR Y » LARAHRXE TR L E(%)

BElAMERR " (%)
ABE Effexor XR EY Y] o
(R IM) ey, #R maR id.
T, w2 -
*ﬁii‘?ﬁ 2 07 3 00

" E RS R FRE - £ Effexor XR KX MAEREBATEHR 0% -

S 120 R M BT8R R 55 JoF AP A &) S BB

B0 i R g venlafaxine 36 7% & M) &4 P W b A 50 % % S % 47 Ao bt & S SR K (eosinophilic
pneumonia)Z 4R & - 4o % venlafaxine;5 69 A RAF Moy -+ R B ¥ -« HoB KB O Rl
B AU EER T Avenlafaxines4 B B BEME MR R R B THM « Fm A B RELE
B o RAR R HES AR 240 M ey BT 0 364 B 1% b venlafaxine sy & 5 o

5.13 )% HEdR

& A SNRIs + @45 Effexor XR + 7T 4t & W B0k o) s s 4l 5 Ik [ R A /7 5/ 7 B R JE(8.2)] »
B MR AJE R SNRIs T 48 & i s L B 4P R ATHE R AL - B T Efopde st - o A%
A SNRIs TTHE i ik B T ERM S HoH % -

B B S 72 F 46 & 7 Effexor XR AT 41 I sh AR M PR » 468 % PR A M)
R LHMBRESE  BABATER ST L @M HAERNME - L3R5 EohaE L%
BAH R (ABEKBLHME) REEE  BAMAEERTEALEAE » a4l
AEBEQHEFTER - HBEATSTRMRERS » LFBAMBEEREM i RE -

52 MMER RRBE
FHaom
Effexor XR (venlafaxine hydrochloride) 4 SERE { JE B 41 M 3 o

xR

EEARIM T R Yvenlafaxineth B A B AMMAE A - BRARRBE R ¢4 I 8F
#(drug-seeking behavior) « K@ » @EUR EFTATREEATRARMAL L TAHOEY -  BA Tl
WEEMTEETHRR  AAR/EEAEA BRBHEE N CREE Lk AR AL
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A 3 YR R AK & Venlafaxines® A % A &9 AT k(4o ¢ HAEHEMEFR - B E6%
ho ~ BEITH) -

P2 E XT3 ]
A b X B BRT venlafaxine ## opiate - benzodiazepine ~ phencyclidine (PCP)#, N-methyl-D-
aspartic acid (NMDA)z 4% 8 2 M Fofk -

Venlafaxine # % & B #4(rodents) 2 P8 L A S R & A TR ER - BB B R
4+ venlafaxine 72 4 94 8R a4 BA B KR BIKR A MR G -

AR A Effexor &9 7% A ¥ 4 1& # R & (discontinuation effects) &3 & « [ R A H £R F #(3)] °

5.3 PAr MMAE /1

Fiktikso itk

AR ARRSE QAR LEKN G - BZHEL Effexor /4R AEIFH Fayik
EEAFCELERBEBL -

5.4 { A E iR
FMT3RY-XRERBH R LR

6. AR BE ¥R

61182

B S8 C

mmgm AAEE  EHESEAMBASBERAT 25 BERAARIBRT LT #
5 venlafaxine R g #BEfe A A s - AR EMBARZMNAEHIPMBTEL - 2T 8
FRABEXREEAEY 25 % FRSHAMERE - LRI HHATERY AL TH
o BBE R4  HHYBRRCEAAVENORNEAAHEB Fey 025 /5 - £ER O-
desmethylvenlafaxine (ODV - % venlafaxine &£ A A £ E R ¥ RITHOXAPFELTFLERE
BERME > 13 (KR) A7 03 (£F) #& BIRIR (exposure margin) T 3 & #0585 Kok 4
W - HIE R LM T BTG E R A RIFA RS - A B ER BB QTN
RERHBLREWE > AHELAREMUEA Effexor XR - BAHMBATHRFA—EHTA
RMABORE AT ER A THEANMAEHRM -

Fl- & il

A5 8-9 18 A (late in the third trimester) %% & 4 Effexor XR - £ ¢ SNRIs (serotonin X
norepinephrine B4 $]#)) &k SSRIs GE4EME serotonin Bl sl A) 93 L 52 AL
BB SRR  EHIREIFRATERE L HEETRASREIIFHR -
BEAMRLEY  EHMTESHRACKE PRAE 4 248 BRHE - HEBERR M
AREH - Bok ~ Kb MR IBE LR A BERS BN EH - FRARK
Ri% o iUk M4 SSRIs #» SNRIs #h EH4EHEM » L TR B RO RETER - LREES
R EFERET > SUBMARRATHEFFEESAYFFLEFRCIIRRLE
£ /5(7.3)] - % oA Effexor XR 4% 5 7-9 18 A (third trimester) &5 5% 405 » R &5 50628/ s #3p
tEia e A mA & -
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n2 M) -

’7_7\%

Venlafaxine $f 7 A#84 & a9 $5 4 B BT kb0 -
6.2 WYL

B AT 84 venlafaxine $& ODV X 3f4h & 5k 2 $Lit+ - B Effexor XR T #-HIL P a5 2 52,4 B
EFENERABELEN  ATEMHHERARANETENRME HAETRH LHARBH -

64 /1R

AEL L T6MLERAGRRBHBEZ ETHERK  PREL LA TBMLERAY
RHEBYHEE 2 ERERRBET  EAA A28 AL X4 Effexor XR AR L E 5%
A e

fET A4 W IER Effexor XR AL E R F D £55 > 400 R A B R KA B2
MEAEYE  $2 R FE(5.11,51.10 5.1.11) X B &/1ER/F &R HEB.2)] »

BARAE R LB M Effexor XR $RN R ERFVE24 5 BEFAALSY
W f siEd o Effexor XR THUBER G SAARGVE[RAYFE/ Lt & FF
(5.1.10) ] » 4osh R oA Effexor XR 6B R &R A » A0 # B FMMEANNER S
& REARTHRAURA R/ £ 47§35/ F FF (5,110, 5.1.11)] - Effexor XR A& #R 2§
HAB TSN HRERMABBENMA HIEST TR AR KRGS -

18 6-17 R Em AR - 44 B XM E B LA a9MUK BB AR E B A
wkaa o Bk RAMESFRATBAN R ER AR M 32/ 2 FH51.3) XREER/F
RRME@B2)] -

6.5 EEA
S EYE 2B EE AR EEERSLGE T Effexor XREER BB Y » £864 65 &
SR ALEBIBE RN AT o

X7 RAMERD 0 FMA 65 R LSRR ALR(LR SRR 8K AARK)

il Effexor XR

8 4 (14/357) _
B 6 (77/1,381)

HRERE 1(10/819)

B 2 (16/1,001)

® gbsbh o 42 Effexor (—AREEH) & L7 AT P+ 12% (357/2,897) % A8h 4 > 65 & ©

EERALEBREAGEEEARIN  CBMTEALE - L GROBREH T 5 &
FUETFLEERARERFZANRBEMER AROBEHRI LS RAHBHEHR S
“THetE o SSRIs Fv SNRIs (& 3zEffexor XR)BER LS F AR L ROER MW > BHBAE
BHEHRBRABFLEERRRBE[ RN EZ 2 FFAH(519)] -

% %% Az venlafaxine ft ODV ¢y R4 1 # R A & RIGUR[F M ¥y 1 450 (11)]
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(RH - InEREE FRRAEEERAORE  RRELEART TF B RAARE
B - 4T B IS E R A A X (R 4R H)] -

6.6 R 2
2833 %A LAE -

6.7 Kok r2
$M33HRARAEAE -

6.8 F 12k

Sl U %)

M RE R N LR REME P 404 %% venlafaxine ;4B &% Ay Bk 0 £ F4R
BREOLS-RABMRB—RZR BT P venlafaxine fo ODV KA » Bk E £l Rt
S ERMAMAY  ARTERAGFHRMEI MALME - [RUALEFF3)](4W
&7)-

A 290 - 3% AN
M 1: Venlafaxine & 3t 4% i#t# O-desmethylvenlafaxine (ODV)/E 45 Bk 2 8F & & My $4542 -

Special Populatidmalyte PK Fold Change and 90% Cl Recommendation
Hapte (Einheals) il S o - Reduce dose by 50% or grestar
|t L] Ineiielualiz s of doning
oDV cifes ® may be necessary
ooV M °
Hepatie (mild Impalrment) wenlntasing e L Mwduce duse Ly 0%
vanishonindl{c L]
oov c L4
oov  mlc L]
Hepalle (moderats Impsirment) wuilate|ne i nn [} Audjen doas by S0%
mfahinm e [ ]
oDV Cifar @
opv e e
Fwrtail rollibivrndarate it L] Reduca dose by 25% 1o 50%
npairmEnt) it [ Indiidualization of dosing
ODV  Cirfas o may be necessary
obv  mlc ®
Rl (hamndaty s ) Vet ol e L3 Raduce dowa by 50% or graster
il L C ® indivdusiization of dosing
opv  Cipas . may be necessary
opbv  mic [
CY P08 pelymarphism® i T ® Hla dess adjustment
poor / sxiensive malabollzer el nhax i aLIC
oov *®
oov  wic ®
Age (> 60 yours) voristmebdiniax No dose adjustmant
[
oov o °
ooV me [
Gander (femeles / malos) | sdwin @i ° No dosa sdjusiment
b i 1. L]
oDV mifa ®
oov  mfc °

[ T T T T I T 1
o 05 1 15 2 25 3 35

Change relative to the referenca valua

% : ODV = O-desmethylvenlafaxine : AUC = dh 4% F @k + Cmax = ;¥ & KK &
A %k CYP2D6 Il &1 8% » H & A B ey &
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7. REAER

7.0 AR S R

Venlafaxine #f A R PRV B A ZH BN AR Y LA A S MSHESE - Ak » o R
venlafaxine B REUEB LY AN > TLEHINCRA « [RUZE(42) R/t §F FF-
o - FAE R EE(5.1.2)] ¢

7.2 Rk B LB R B (Monoamine Oxide Inhibitor; MAOI)

£ 3048 B MAOI i P 445 ) #324¢ ¥ | Effexor XR 48 i 8 4% % # B4 (SNRIs & SSRIs)&
BA RFLEMAEER MAOI RAAT A5 M SNRIs & SSRIs ikt B AT ' YiBBARKR
BEP—MrRNEERR) [RYUFARAFG)  #E(42) MR E3/ 2 FFHE(5.12)] -

7.3 a R B MY

1&4% Effexor XR #94k A Mo 55 4 b 7 KOEZ 249 T 46 » & Effexor XR AT B ¥
o FFHERE A G B AR o KA @35 triptans ~ SSRIs ~ £ 4
SNRIs ~ linezolid (— # B # T i 1 k1§ 4% 14 MAOI g9 %) ~ 428 ~ tramadol # St. John's
wort » #EEE RSB T EMARGEM Effexor XR fo Lifi $dp » B H ARITEWER
BB RESSE B REABEE o REHE %A Effexor XR fo SR AH [£4
FEREE(3)  BEM42) 1R EZ/ E & EF(512)] -

7.4 4 -FHe 5% o &) M My (1) 3m : NSAIDs ~ Aspirin # Warfarin)
AR F R R REENAE ERAMFHARGTTHOFFHBRY - o
LB Bt g R 0 ™ B ANSAID Raspirinff A § 3% ot th o 8y R [ R AT 35/t  FF
(5.1.4)] - SSRIs #v SNRIs@&warfarinfif f ¥ # R4 € H R OER(LHEE ol h) - RA
warfaring} 55 A7 B ¥ 4% 1k {& A Effexor XR&F B i/ BE R »

7.5 % Wiy

Venlafaxine # & 6 F 3 & 8 4( &.4% phentermine)#) 2 &M o8 » HRMIFHE o R
4 A Effexor XR @i & 84 - Effexor XR A4 EREAXMAECRE  ARNKER
jﬁ °

7.6 3t 16 MK 9 Effexor XR 9 B4

M2 24254 RY » ¥ venlafaxine & 37 MR W O-desmethylvenlafaxine
(ODV)RGy B E L HEBE -

16 of 34



Interacting Drugnalyte PK Fold Change and 30%Rabommendation

Ethanul vantatin e s
wmniatix AE
oDV Crax
opv  Allc

Dinzepam unninfaxMegan
Wi w g
OBV Cnfax
obv e

Cimstidine vanlatax itakas
waniafax bhajc
obv Crpns

Al sneamibhng use

No dose adjustmeant

Liss with autian in patisnts
with hypsrtension, alderly
or hepatic dystunation

oov  Ale

Ketoconazols vonintayfnpas Uss with cautlon
In CYP2D8 EM's enmilmbinn e
oDV Cmfax
apv  alle
Ketoconazole vt e
In GYP2D6 PM'a i e
obv Ligan
obv Al
Indinavir it b Clinkeul sHailicanes

Hiknown
obv (e} T
onv e

Matoprolol vonlafuyiehax Use wlith cautlon,
v lnfa i monltor blood pressure
obv s
oov Alc

Imipramine weniafion fegas Chnieal sgnilicanes

wmninfnniC unkneram
oov Crpar
opv mic

Lithlum CCLIELEET - T
vl haec
opv ngne
obpv LU =3

No doss wdjustment

0 05 1 16 2 26 3
Change relative to the reference v

4% : ODV = O-desmethylvenlafaxine ; AUC = dh 4k T @4k + Cmax = it b JRAE | EM=
RUHEE S 34 S PM=RsEH 558

* BERCYP2D6IP HI R 65 » R EAER E(E LFoRMHE11H)

7.7 Effexor XR $# {6 Wi iy B 4
B 3: Venlafaxine R AL R Z A Z BB RARTFHERMBZ KRB RHFEMELHY
-
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Interacting Drug AnalytePK Fold Change and 80°R&iommendation
Ethanol” wHanol Crpuss - Avald enncomitant dee
ethanol Allc -
Dlazepam diszepantiax [ b dose wejusiment
lazopanki)c -

dusmainyidiasspam |8
dusmmihylazopan W

Alprazolam Shprazolani e L Mo ok aajusmen
siprazolssic ®

Indinavir IndinavirCrfvax L] Clinical signiNcance unknown
InetinavirAlc L

Weloprolol it pralonfias o Use with caution,

mataprolanc - mopiter blood pimssare
M ey >
T A -
Risperidone riapaidnmsho s o No dose adjusiment
saparidasa)c o

AEiue it -
wEive Gy -

Imipramine I pram | detia s Mo clinical significance unknown
Iipramingc il

20k b prjemin e -
ERTTRTITT LTI
sl pra g s o
LECTHETU i -
201 e e (sea foolnole)
0N dusiEmiine {see footnote) .
Haloperidal [IEIETERTTE = e =8 CHnloal sigrificance unlnown
hislopo e -
Cafleine catiaine Crhaw ad No rastriction
caThaline AlC
Tolbutamide Lokt
(LT 18
AQHABOhaMdo -
A-OH ol bathanide "
Lithium Wik Crhsx i No dose adjustment
Hemium AL -

No dose adjustmsnt

T T 1 T 1 1
o 0.5 1 1.6 2 26 3
Change relatlve to the reference v

% P AUC= dhi& T @ #k » Cmax = % o Y% & 1 OH = f& & (hydroxyl)

* B3 FH A A T A2 42-OH desipramine#y 348 | 2-OH desipramine Cmax fv AUC &5 4%
B IER90% Clp 5] £6.6 (5.5,7.9)F04.4 (3.8, 5.0) »

i
* 1 ig k4 Al venlafaxined$ £ & ¥ & o ¥ A A MR A venlafaxine® - R & BALIB 4tk 31 AL A M 4
TS K 1T A R R -

1.8MY- M E MM X TR

¥ # PR A venlafaxine 3% AJE phencyclidine (PCP)#t amphetamine &) JRi& %9 2 ¥ 'k iR 2
R o SRR A ks §— M - & venlafaxine 5B 18 b 74 > sbBIF M) RS R
MR R REB - RTINS ko RAE /K 3EHR » BT H venlafaxine 2 PCP &
amphetamine & 3| °

8. RfER/ARRE
SIBASRIEA/RARRMR
FARRRBAG B RS PH EHENTH
o BE/FHMEEMA1)]
o REFVEREBATHAREENTH[RAY S L EEHCL]))]
o ik FIERB[ P X FAG]D)]
o LBRAZBIAM Y EFEHSL3I))
o R b/ f At FFHOG1LY)]
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o EBAMMKKEFTAR/AMFZEEFHO)I)]

o 3Bk BRE[F N K EFH(G16)]

o RRIERE[RM Tt EFFH(G1T)]

o BB [AMEH LEFH(518)] -

o ARESNGE [RA K2 B EF(519)] -

e RERAREDSBNUR /A EXFHO110)]

° RERARBOUB[RY T EEFHGSIL)]

o PARMME RSP AN S IR R R R FE(5112)]
o MevhseMEnR/ £ 4§ F EFE(5.1.13)]

8.2 B AR B AR Ny

HABRRBOBITRGERER ARV IBAARFAREINGRRREEL
B RTESF A —HEHZERRB PGS L RET LS ETREARMBEEATS T
AL E -

B
ABERBKEHE Y » A Effexor XRARERE - 2A8EE  RIEREDPBBEENRA
SEBEYREINNTARBEER>S% LE D ARRAGFARARE) S | B
(30.0%) ~ £8E(15.3%) « 2 8.(14.8%) ~ & TF(11.4%) « B % 44 (9.9%) ~ KA(9.8%) - 18 4k
(9.3%) ~ 1% £(5.3%) R B E14(5.1%)

BERMAARESEN RHBHE R ETATRREYE £ P 0 3,558 4%
Effexor XR (37.5-225 mp)itam A Y + A 12% HE B KRR EH4 M L68  @ 2,197 L4
FREBABRARAT > K 4% BEBERESHREL LR -

AR &8 0B 698K IR R 1238) F - R ¥ Wk Effexor XR 46 f% A5 %(2 1%)
MARRBETR &S -

F 8 ARMMYREABRRE 128)F » FABRHBSRERZTRRBHTEE(%)

FUAR Effexor XR EE-%
ARRMA n=3,558 n=2,197
S5M

B 1.7 0.5

FET] 1.5 0.8
HAb & 4

o3 43 0.4
WA

Fox 22 0.8

FY 2.1 0.6

ok o 1.7 03
B Ao it B ks 1.5 0.6
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Y 1.0 0.2

EL ¥ Effexor XR EY T )
FREA n=3558 n=2,197
EX T3

& 126 7.8
o E B

Y. 3 34 2.6

oy 22 20

o B Ik R 37 1.9
HAL A %

R 9.8 2.6

& Hk 93 3.4

) S 77 7.2

o 14.8 53

o 30.0 11.8

Gk 43 2.7
WA

£ ¥ (Abnormal dreams) 29 14

REAMHBRBE P EROTRAM

FEAT Y &-46 TA% R i Mg i AT 60 L AT SRS HAR) » $& Effexor XR 8RB E6 B AHAA
HEFNRI - EAREE P o BT HRITHMESER venlafaxine R BRI FB AN £

B omALEA (SBANTHRIZAAERSMEAA YT RS - BHBHHB RS - ER(1E
i i 7 Effexon)fo PI ks » B 2 B oM S HERK -

4% 91 A& ETATER RSN 7 43 % Effexor XR & 88 5% A

WM Effexor XR -
8 705° -

ZEEE 1,381

HIXERE 819

BAE 1,314

“pbsh o+ & Effexor 9 L ARG T - ERERB PN 2897 EARAREL SRR TSLH -

fe4a 80 BRBHR - B F A Fe AR 0 % Effexor XR 648 & 4 37.5 %] 225
mg/day)8h i AT ¢ ¥ LR RRME(FE Effexor XR S HEBATHEER 22% 357 L EH R
A3 B ERERA B9 ERTERERA UR 1,001 ERKERA]l BH4
EHRNEHAEHT REB)GEEELIHINEL0-

FRRBEALRE o AR M REELR -

F10: RAFREM  AESAMA BBE S REMNY RO RM AR Kk 120)F - &
RHAREBELER >2% 8 > LEMN8)6 5 AL
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ET 158 95

KR 17.8 95

AR TF AR 5. 1.6

ey 71 5.0

&R & ¥ (Paresthesia) 2.4 1.4

o g 153 7.5

W 4.7 1.6
9% % 4

T TR 37 0.2
B At B ki

BT (AFERBET) 1.4 29
A

REEF 42 1.6
e Bk A E B B

BH At/ B M) 9.9 0.5

2 M EA(H M) 36 0.1

RSPk () 2.0 0.2

M E(F ) 5.3 1.0

B M P e F 4 th(Effexor XR, n=1440; 42 4 &), n=923)

b fE 4o & ¢ E 2 et(Effexor XR, n=2118; R & #], n=1274)
ABERBRTREINALMERRE

HM - AHARE - BE

ShE RS- LY ERE - BR - AR - cfiBik
HIh - B R/ FHEE 2 EFHES14)]~ BFE
SR/ ARE R~ W [ R G & FHG1A)]

R/ Bk - SRESLE WER LT LEFRCLI)] - BRERB[FHF /2
EFH(5.1.10)]

RS- BRRG[ R E L EFRC]S)]  RERE[RYF 3/ EEFRGCLO)] ~ 3%
B AARAL AR oW USRS ok~ AL S - B B8R 9% % /& (depersonalization) -
Al

ERFa M - $47  EE (pruritus) ~ % - ¥

HHREE LKA~ BEERGEY - - % BEY

BRAAERAM - ARPYG - PRS- Rk AR EM e - Y 0 EE R FRE
HaRhwEREAARER BB RBS ~ FF Hb)

X g 8 i

THAT R R Y RBRGIE T PR EARK(EMRL)  ERSHBEREF  #£F
Effexor XR 75/ 89 % A& L AR T LAMR 5 2] 2 &) F 48 M) 69 -7 $9 10 EAdic 42 B (SSBP) Ao 47 3R B
(SDBP)# &34 - £AARWTEYE - L EARE  HITERERADFRESERRR T
Effexor XR s4 424 1.4%% A & 17BA4F3k B (SDBP)_ L7+ > |5 mm Hg B4 /& > 105 mm Hg »
& HAA A 0.9% - F)tk4) 4 Effexor XRiG& 4+ A 1% Ae)fpBAi 42 B (SSBP) 1
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#>20 mm Hg B 4 /& > 180 mm Hg » @ %4 &4 8] 5 0.3% o

U REAYREET » 7EANSER(SSBP)Fu 4T 3R R(SDBP) 54 24 37 P 5 48 Ja i

X o534 @ (mm Hg)
Effexor XR BN

BMEE <75 mg/day > 75 mg/day

(76 %3 1) SSBP SDBP SSBP SDBP SSBP SDBP
EHE

(8-12 i8) -0.28 0.37 2.93 3.56 -1.08 -0.10
ZERRE

(88) -0.28 0.02 2.40 1.68 -1.26 -0.92

618 A) 127 -0.69 2.06 1.28 -1.29 -0.74
AR ERE

(12 18) -0.29 -1.26 1.18 1.34 -1.96 -1.22

(612A) -0.98 -0.49 2.51 1.96 -1.84 -0.65

(10-12 i8) -1.15 0.97 -036  0.16 -1.29 -0.99

Effexor XRi4 Aot it S B A MOE R AHAGBRMMER  NERE S e - LSDBP
>90 mm Hgdt & R #3548 > 10 mm Hg2 30 (5 M & 12) « fLB8 AR5 F 4 % 4818300
mg/day 2 34 Effexor XRE| B4 BB AARNM AR » BT LS EEMARZHET
G BAGHFELE .

% 12 : % Effexor XR L # AT 88 T » SDBP #h3f kit LA RL

RMAE A ¥ & W (mp/day) ®E £ (%)
EBE 75-375 19/705 (3)
ZERE 37.5-225 5/1011 (0.5)
AR EEE 75-225 5/771 (0.6)
BEE 75-225 9/973 (0.9)

AL TAT R EA R RB T » AN H 48 Effexor XR Fo gk ik £y AR A M
(A& ) [F#H 85/ $F5H(5.13 514)] -

# 13 : #& Effexor XR &4 E AT R E MY M AMCEAMM 12 8) ¥ > MR RAeN
T & P3G B8k .34 o F (beats/min) ) 4k

i8R E Effexor XR =N
(P& HA FY)
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T -
(12:38)

(818)

HEERE
(12 1)

B
(12 i)

Eos ik X0

Ao P 1R B A%

EEBE ZERE  HEIBRERBTEMLTHEBEARRY  AREHEBERETH
¥ AR T % » Effexor XR Fo o F 4 B 8ER AR 48 LA H MW (% 14) -

& 14 & Effexor XR 89 £ AT 5 P » B B SER Z 42045 40 ) & 46 T 39 % 1t & (mg/dL)

i) JE Effexor XR Y]
(©-F 2 15))
¥
(12i8) +1.5 -14
(8 38) +1.0 49
61ER) +23 7
(12 :8) +79 2.9
(618 R) +5.6 42
BB
(12 i8) 5.8 37

Ao b AT ST W AR ARAT 00 1238 40 R H AR SRER F » Effexor XRib At 48 4 o F §E B BE IR |

M3 pol.S mg/dl - MBZT 0 TR ER FIHREKR DT me/dL - E3BHGBA 2 HA
HEE & B E R T 0 Effexor XRi48 4 éh b P 3% B BER E 18 5 3% o 41.0 mg/dL 23
mg/dL » A2 T » THM AR @549 mg/dLiT.7 mg/dl - £12:B R 68 A 2 AR Y
Wik & RS b Effexor XRo4# & 8h do P A% B 853% /0 #97.9 mg/dL& 5.6 mg/dL - 43
ZF o A AA Y 29842 mg/dL - Effexor XRETATH R » A 122 REMH B
B 3SR P Effexor XRig 4 40 o P AR B BEiRSE Ao 5.8 me/dL - Aad 2 T » ZHE B )
34 3%,0 3.7 mg/dL -

EREAZREMNHBERRKT & AMRA Effexor (—R&EANE D 3MAKL > HhE
BfAe 9.1 mg/dL » ARfR T - FRAIAIMD 71 me/dl - SLAARE B 8F 634 ho RI6 A B 8
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REAW AR ERRE RS AHMHE - A PRESEANERTRL  ()sREE
Ao P A B) 8548 807 A B 4E E F->50 mg/dL B $fE AR 261 mg/dL > K(2) AR - P AEE
BN AR o P35 >50 mg/dL B A K 261 mg/dL - 4 B venlafaxine 42345 A
B+ & 53%H 5% A b b B BE-P34 L A>50 mg/dL sA L » BB {E AR 261 mg/dl > My B E s
0.0% -

o P = i H RS
EAMHBTERERBGERTE 12BN L(EETH)F 6BA M LTATERXSBR T
Effexor XR 4@ M b ¥ Z 8 Hible a4 B M A e PHBA SN RHEB A (K 15) -

# 15 : Effexor XR # + FATSRM P » ZMH R EASHRMERS H-RY 4T
(mg/dL)
iR E Effexor XR RN
er 3.:05))

HIERE 8.2 0.4
(12 8)

HELEEE 11.8 1.8
(618 A)

BBE 5.9 09
(12)

TR 93 03
(618 A)

REBA

Venlafaxine £ £ &Ffo 5V £ (6 8 17TR) PORREBIBAL (HEEMHBBEARK ) K
BERBABM - BEA— THYRFIRBER - BERE - 2B AR IEEE
LA ERR AR EFF (5135110 51.11) 1L B A58 & FIH6.4)] -

ERLENBERART  CREHNERBEOFARAMS -

THRERBEHNELELERAREE MBS HERAR - He - AHbofolR
5 e

8.3 LiTik 400
#AELETH  ER Effexor XR ¥R THARRE - N EF4 R 4 BMR% > S5
SRR AN  BRRRTEFEE TSR A RERELREYEROE LM% -

AN - HBHEMRE P HKE
SR -QT MR i_!ﬁéﬁrk#__!ﬁ?y_\ nglu#}i@iﬁ(@ﬁﬁsade de pointes) - ¥ &,
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HIb At — MR
SR/ R~ R [ R AT FH(5 ] 4)] ik Bk H (blood dyscrasia » 8,35 %8
A anRksE s  BERRMEE S - FFPHGHKRY  URSHHRDE) - B ooFh
Bk A REDE

AU/ B — K [ R §3E G FH(5.1.9)] ~ WA RBE 2§ EEB(SIADH) [#
B B33 EFAGII)] s HARRESLREE TR ~ 5 FUBLK (prolactin) ¥ Ho

PLE] T ¥ — S BUVLIE 2% (thabdomyolysis)

HB RSB U B BHEEBNMS) [RAT$22/ 2 E FHG Y] aFFEGERIAL
$:2/ 2 BFAGL] HE - B RB(AIEIRA AT BIE) - HARTHE
4% ~ B R 5 X $y1k(tardive dyskinesia)

A - RERE AR B PRk SR/ AU EEFR
(5.1.12)]

2 A Av 3 B ik — Stevens-Johnson E 128 « FM A LBAE - S MMt
HAREE-BAMGNEE AR/ R FH EEFAGS]LS)]
SRAMAB - AE L h CREIER) [RY LR FEH514)]

9. %%

9.1 AR 42N

#e Effexor XR (4t ¥ E#iE © 2 & Rk - A X & 85 o B 5E )4 Effexor (St E#5)a9 L
TRATIRAERAF o e B R B A M fo/ 3B AR 8945 T 0 €4 —+ 1444 Effexor &%
M # % & 49 £ (f& Effexor XR Fo Effexor g A ¥ » 934 640 14 @£ 1) -

FEEE AR VBB ER - BT ARG EROE oA EEY PHARE 2
S FAFRERA URARBE S RAS-ATSBHAR - ESHEMNT AREEH®
FHEMETEERER - SHEMNAIRAAHESAARBEEEEBITHLY
venlafaxine - — ZARA 2.75 g9 m A » MEF AR HH LR QTc L K E 500 H (K%K
155 405 £#) - ZRplHEMRECRBiRGIRE -

HARARBENEIERIE L LR ERERSGE  RAER EEEREL AR
ABRIEH -

LB A EsR T o venlafaxine A HiR X B RA L ARBEH B/ KA BRI AGR
A-BRERABRHEBERALE CHABE  EWMAELE(GEBEIERE)HY - #IK
R MMEEEE | BTRECT R ORIL(Fle | QTHMRE K « KA % EA - QRS
K)o ECHBIE MR BB REILERE - BE - ATRGRL - ok KRR
HoEEZYARCHRSE -

C& &AM £ 45 & B AR A venlafaxine & & &9 B4 RR S ASSRIsE #$ 4 - =&k
SAH & 8 AR 0 RAT R S 60 B 3 ) R T W3 S venlafaxine & 69 5 A LIS R AT 89 B AR
HFemniEdSSRIsE M s Ragm A - B bk &R+ 3 -Lvenlafaxine s H 5% AH &
%4 & HRB .31 T B B 7hvenlafaxinei® & 31 A8 00 b B © 44 6 Ak At 854 04 1
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AT B ML R % - K5 6770 LEffexor XRAS 15 » MA bRV GEMERAS » &
&4l & B AMTAL 0 UATE 1R A B IR Al venlafaxin 3| A2 @ 418 & a9 B -

92 @k

RABRAES  FRUIFNBYE  CHERARNEMEERER - SR BOHEARAR
R BT — AR - FAXERFAESRNSREHBEATHMNE - HFFREY
BBTARR REEAMRE - HEMNCRMBERETIHFR - &F—RIFERERMS

UM ¥:1-7.3

10.1 A i}

Venlafaxine £ AR P E A B R RAHERB AR » 12— LW B F0 venlafaxine £ AH 748
48 A o 0 3 b A ) e sF F (serotonin)fo i B T A% % (norepinephrine) &g H R LAE B W ho 384T &
NEEELE M o 5 RATHF % BE7 » venlafaxine $it £ 75 M 4% 4 O-desmethylvenlafaxine
(ODV) + & 3% 48 £ da 3% # (serotonin) & iE B L A% # (norepinephrine) & & W A5 A &) 7% 2 & 4B M4
#1#| » & dopamine & Rl &4k Fl &4 55 I Al

10.2 M504

Venlafaxine o ODV fe.4# #h 3% F # muscarinic cholinergic ~ Hi-histaminergic & oi- B Lg% %
SEREMF N o — Azt B S RAHREFHTiEF LAY A B E 2 o) S0k
1 (anticholinergic) - £ #f#14 (sedative) B & . % 445 B 4 M - Venlafaxine fv ODV R R Fdp$| &
#% §, 188 (monoamine oxidase, MAO)Z & 4 °

SHRETLES

R —IAsHH S MR ARAL KA BRITZI MM T - RHBAGHEHER - ZHERX
z 42 & QT #Rag + » 344 Venlafaxine ¥ QT s Eaay % /& - KB 13 450 mg venlafaxine 8 %
#h QT 2 KA /& -

10.3 BAR AT 2 Tk

M~ RRRRAT 2R

B

A 8, %) A48 dvenlafaxine 89 4 % » B K 3¥ Ao - 4 A venlafaxine 120 mg/kg o 48 A&/ §,18
BA ERABELTAAMMyM AR K250 H KA 174 - Venlafaxined§ 8 £L120
mgkgoSE R KRR EAR24E A - B F £ 120% fvenlafaxinesy X & 8 G AR31F 4o
venlafaxinefe iR B » st QMR B A AMZTAEHA T — RN - X R f 7 O-desmethyl
R ARBAEHARA T PRAM B oHRF LT PRPAR
O-desmethylvenlafaxine (ODV ; venlafaxine £ A M &9 £ 2R ¥R F#% > AE—HRSBTH
ARBHEBHELE RS T 6 HE & E500/300 mg/kg/days§ODV (K] &£ A HASE%E A

[#) 300 mg/kg/day M B FTeH BB E - AAENARB F225 mg/dayE 2 2 BB FHIME - XK
R4 F % 32300 mg/kg/day (4#14) %500 mg/kg/day (Met) B EEHODV » LB M ETHREE »
BEHH22S meglday AREB B £ &£ 2 BB FHH3B(REM)R114E(HM) -

B
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Venlafaxine & £ & A#$84%,#4 O-desmethylvenlafaxine (ODV) » £ 4 B A A Ames @& B4 4
b PIRE » R4 CHO YR AMA 9 £/HGPRT LA AN AR RY 24+ KA EE
Wi BhERmibZ M BALB/C-3T3 # B0 ~ 10K e P E A AP Lémfb 2 bk 2 &
TRIBoHRAARABN T LR EMY E 24 0 BT venlafaxine 2 H B R 4
(mutagenic)Fe 3% % (clastogenicHE Al - @ TR ABMRA P Loz B L o BLEBEE IR
RABRMAFEREHE RS I ODVAAFRER -

LFVER

Venlafaxine £ X A &9 ¥ MM A F HMEHT - UHE 2 B AHAE D K S 0 MRE F(225mg/day)
HFOAmgmBE) > HNER KRR ZAERATFTARRBY -

w0 — IR M R X B AT Ao iR B P 4% 8 venlafaxine #) A #A E £ K H 4 O-
desmethylvenlafaxine (ODV)&IM R P H R A LT A THHR L - MR KR AMERAREE
225mg/day F & ODV 4t % &(AUC)#Y 2-3 180545 4 -

11, Wi sy h B45i4

& O % KRB F4H% 0 venlafaxine 2 ODV A= R NERm FHRERE - £ 75 £ 450
mg/day & 8| & § B /N » venlafaxine fv ODV SR~ & §) /1 @ i 14 - Venlafaxine fo ODV 2 & &
#A o S IR Bz I E AR £ (MeantSD) 4 %] A 1.320.6 Fo 0.4£0.2 L/hr/kg @ HEi 4 F 83 55
& 542 Fo 1122 pheF o RERESGERK AN A 75837 Fo 5718 Likg - EiEBRET -
venlafaxine 2 ODV U RS S F R o B E QL A(H5 B 27% H 30%) -

B ML

Venlafaxine #8524 %M » B 40 AP 8 T35 45 2t » O-desmethylvenlafaxine (ODV)& ¥ & 894X,
Wi o RIEBRIE &4 R4 R887 0 venlafaxine BE— o RBE > 2V 2%E BRI
venlafaxine @4 4+ BT H A £ 44 45% -

& 8 AR A Effexor XR 150 mg # 4K EHM & » & Effexor (—AZEXBE)E B olRAHRLL
?’i ’ ##gi'ri;%ﬁﬂgiﬁ&%ﬁl q’?&&(cmn\)-ﬁi'ﬁ\ ! _E.lii']ﬁl ‘1’&%/&&% E%Fﬂﬁ(Tmnx)-ﬁiﬁ\(i
16) « B0 ERMER FHERLBLB RIFRELE LB E - HF6) venlafaxine 82 ODV 4
do A E4am 0 AR M Effexor XR B & e PRk $h88] » B bsksk Effexor XR B &R
Wz lR o {2 R RN A2 L i Effexor —Ax4e (48 E) -

#& 16 : u i Effexor XR #v Effexor (—#A&#) % )4& » venlafaxine fu ODV £ Cmax F» Tmax
BAPaytbig

Venlafaxine oDV

Conux Tman Crux Tumux

(ng/mL) (h) (ng/mL) (h)
Effexor XR (150 mg & X — k) 150 5.5 260 9
Effexor (75 mg # X /& =R) 225 2 290 3

BWF FHE venlafaxine RAF MYy ODV h AT H A £ - BRA R (F LR L)
it K & %% 75 mg Effexor XR A & &9 venlafaxine 82 ODV #9 84 &) /) 4k, -
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Venlafaxine i e £ E G E 4 F LG Bt RACE AR E QB AL S B dehm AL
BRA Effexor XR» EAR ¢ S B At dpase R S AE LA -

B

Venlafaxine & &R HE > RIHG AL EFRRYG  EER#HE ODV + BB 4R35
N-desmethylvenlafaxine + N,O-didesmethylvenlafaxine ~ & H 4 1% & &4 X #t4y - 8% s} R8sk a -«
ODV #& & CYP2D6 B #t i o AL dEIARBMIRIET - CYP2D6 4 & 1hah i ALK =) »
SR H AR SRS E)LET + b P venlafaxine M E K hod ODV RES Y [ LA 1525
EEEE68)]

48 NBF M A 87%% venlafaxine 88 &4/ Fak4E30 0 H P 645 5% BB &) venlafaxine -
29% Kk 4469 ODV ~ 26%&54-85 ODV ~ % 27 % E b & £ 75 4K #t4y - B 3t venlafaxine #2
RSt E 280 T -

12. B RSB TR

12.1 £# % (Major Depression Disorder)

Effexor XR (venlafaxine hydrochloride) 3 4k 14 3 2 B & 47 & 4 69 8 34 O 48 18 32 B | 4
B SEMACGRIR 1 A 8 - 2 A 12:8) - B FHMCE O IRA B FH 75mg B 225mg) MR
P E I, bh R IR SRR R UL 754 DSM-II-R & DSM-IV 5 Wi4% % 84 & % /& (major depression
disorden)#9 PI38 AL F R A RIS - AP EEHe9FI8% % A+ » venlafaxine Y4046 B € 4 75
mg/day « AIERIBHRBY AERHF AN EHZ (RSB HAM-D2l AR 4B B
#Eghey £ R4E)  Effexor XR AMEN R BB o A£MSER FR AR BREM TS (CGL
Clinical Global Impressions) % 7 #& € & & & b » Effexor XR & @ N S BE| - $Amishz 2k 8
WMAMINERE  EABABAREEERIMEETER -

74 DSM-II-R <587 4% 2 45 T 5 B 41 & % 45 t(melancholia){x %% A » 4 A Effexor 150~
375 mg/day B & © 5 H B ZRIET 0 B wm EHEBEE 0 KIE HAMD21 845 #%
Effexor s Rt R HANF - TARBREL 2 FHE EAHEAL 350mg (R 3) -

- A& RRE T 0 4 DSM-II 358744 2 & % £ (major depression disorder) & &% &
LA MAE 0 BB 6 A M SR P 2L Effexor XR (75 ~ 150 & 225 mg/day » 2 LA A)
ERAMAPILARA  METRAUEELRAB TALTHEE B 2085 AELSE
o EMACKERIS RN F 56 R#IT34E) © F RMAER R T A CGI Severity of Iliness item 3%
2 A3 AR HAM-D-2| 48455 5<10 - TF3: 4L R0 E A A S T RAM K EGELE  (DE
B R4 4 DSM-IV 42 # & CGI Severity of lllness item 3 5>4 ¢4 8 (F H5m) » K(Q2)i2
# ==& CGI Severity of lllness item 3F5>4 | #(3) &K 4E4T32 & M 18 H RE + &4 CGI Severity
of Iliness item 3 5>4 4 - fr i3k ey 26 BEAR » % Effexor XR 154K 74 5 64 95 A5 e 4%
F 8% B L BRI (R 4) -

EF—Be g EBERRIR T A DSM-III-R S B42% ~ BaEMaESE - £8 56 R3F
& HAM-D-21 8 5-<12 » BH R A ENFIBRERALLRE FHRAUEHNTHEALS6E 180
RPE G4 TFTRESF (1) HAM-D-21 44220 6995+ (2) HAM-D-21 £5->10 4k #2i@ =
R (3)%k ¥ % i& CGI Severity of lllness item 3£ >4 915 (F K% #)] » £ Effexor i54 8] &
100-200 mg/day » =R # ] 260i8% MBS RAFEURERE LA RS TR M - 8%
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# 52 BIIEH A4 A5 RL(CCI Severity of lllness item 3 4>4 RIR R A4 - £h 4 52
YR % Effexor 45 4056 8 6 % AMLE 69 I E 42 403t BB 1N K R A (30 5) -

& 17 PR
o LRaE I EBERE : HAM-D o #
EREH Y ABRABERMS METEMEGEME
%-3(SD) LS Mean# 1t (95% CI)
Effexor(XR 75—
wel 225 mg/day)* 24.5 -11.7 -4.45 (-6.66, -2,25)
Exey 23.6 -7.24
Effexor(XR 75—
2 225 mg/day)* 24.5 -15.11 -6.40 (-8.45, -4.34)
2B 24.9 -8.71
Effexor(IR 150—
a3 375 mg/day)* 28.2(0.5) -14.9 -10.2 (-14.4, -6.0)
2B 28.6 (0.6) -4.7

SD: ## £ | LSMean: B/ P Akt EHayF394E  Cl: {E4EERM o
" QAR AR R H R EE (RS RER) -
Tt LBRE G MR E o

12.2 i & & % (Generalized Anxiety Disorder)

BHREAE - FREMHYBAEE LB F(EGE 75-225mg)2 AR BEFNEA - F LA
HEE - BEHE(EB 75-225mZ MK UAS —EEFNES - AREBHEE - AR
#E (& B 37.575,150mg) A4+ 41 55 & DSM-1V S HfAZ 9 PSS R EHm AL R » S
Effexor XR # 4 & 5B Hm 2 £ REARE -

— B A8 &Y R R B R 4E 48 B Effexor XR 75 ~ 150 #2 225 mg/day » #& &5 HAM-A (Hamilton
Rating Scale for Anxiety)4 4 - HAM-A 2 £ R R RE B ~ # CGI ¥ M & WHFEA
225 mg/day Effexor XR #t £ tb 32 B #4F o % 4K Effexor XR 75 #2 150 mg/day F 4o & & & 225
mg/day R&hA B(HKK 1) EEALAREHEMLR - H— A\ BHRKRERT Effexor XR 75
#2150 mg/day A5 AL #) 0 {2 75 mg/day Bakad i 4 R 4o 150 mg/day (3% 2) o 48 & i& W3R
S BlESE A TS5 -225 mg/day Fuit B E 2 Bk e > HAFT AL

Je 8 A 295518 B e ER R RIR 0 B — B3R 4% £ Effexor XR 37.5 ~ 75 & 150 mg/day #] & &4
e A(3RER 3) » A —AFEIRE 75 £ 225 mg/day Bl a9k (IR 4) - B RBR - L£HNEA
AR - Bd HAM-A#49 > HAM-A 2 B B R R5R0AB » M CGl ¥ WA £e0304 0 &R
Effexor XR 75 mg/day & £ & & & 25 M BIH K - B REAT » £/ 37.5 mg/day B &
MBRRENZEE RARAFBMF AL ERARSHEZER -5 -

HA SRR Z RN BEAFRBABRBRETARI DA IETER -
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& 181 2 & 5 M ¢

el ¥ ERRHAE | HAMAS &
sruupy PREEIAE s cmmmesa
2%(SD) (95% CI)
(SE)
Ven XR 75 mg 247 -11.1 (0.95) -1.5(-3.8,0.8)
. Ven XR 150 mg  24.5 -11.7 (0.87) -22(-4.5,0.1)
: Eff XR 225 mg 23.6 -12.1(0.81) -2.6 (-4.9,-0.3)
Sy 24.1 -9.5 (0.85)
Ven XR 75 mg 237 -10.6 (0.82) -2.6 (-4.6,-0.5)
K2 Ven XR 150 mg 230 -9.8 (0.86) -1.7(-3.8,0.3)
ZH A 23.7 -8.0 (0.73)
Ven XR 375 mg 266 (0.4) 138 28(-5.1,-0.6)
2R3 Ven XR 75 mg 263 (0.4) -15.5 -4.6 (-6.9, -2.3)
. Ven XR 150 mg  26.3 (0.4) -16.4 5.5(-7.8,-3.1)
Eogil 26.7 (0.5) -11.0
Ven XR 75-225
Hand g 25.0 -13.4 (0.79) 4.7 (-6.6,-2.9)
B 24.9 -8.7 (0.70)

SD: 4%# % ;SE: 4284  LSMean : R FH AT HEBeyT9ME  Cl: ZHERM -
AaARERUSARNEF FHEEAEDRTETHA) -
gt EEREEATERMGBE

12,3 26 3% £ R 55 (o8 A AL % & 48 )[Social Anxiety Disorder (Social Phobia)]

EmAEE - FiToe - BERE - S0 FRUEBEKE BEAEZHEER]-DF—
B4EE ~ FiTaa - BIF6EA - FRAUBHRBE - B/RUEAEALF LA NRNTSF
225 mg/day 2z )4t $ 3£ X £ BE 54 DSM-IVIR 5% 8 2 P15 £k A S8 ROGAIRS) » €5k
SrEffexor XR#H4: % £ & 5 (SAD) Bk »

J£18 B @S ¥+ Effexor XR #y# s #0145 &£ & ELSAS (Liebowitz Social Anxiety Scale)& & *
P B Ao R (A a5 2 B o 43T & Effexor XR% b e A B PASAA 2L o £ —1E648
ABRE T » RFREAT1508]225 mg/day 2 ] & 42 5] 5 2 675 mp/day # 42 %) B 4F -

AR Z AR RS L BARBERAURBGEAMHN MAETLER - ELRB P A
ARBMAMBTFLRIEREDEERAYER -

19 X AAE R
:‘“ HRE EEAHAE : LSASHH

ERfARPH LSERMERE RETBNEwE
2 #(SD) ¥Ry WIE(SE)  {5° (95% CI)

sogl VenXR(75-225mg) 9L 31,0 (2.22) 112(-5.3,-17.1)
v 2 BB 86.7 -19.9 (2.22)
X2 Ven XR (75-225 MG) 90.8 32.8(2.69) 107 (-3.7,-17.6)

30 of 34



ZHEM 87.4 -22.1 (2.66) -

sy Ve XR(75-225MG) 832 -36.0 (2.35) -16.9 (-22.6, -11.2)
) R 83.6 -19.1 (2.40) -12.7 (-6.5, -19.0)
sma Ve XR(75-225mg) 862 -35.0 (2.64) -14.6 (-21.8,-7.4)
) 324 86.1 -22.2 (2.47)
Ven XR 75 mg 91.8 -38.1(3.16) -14.6 (-21.8,-7.4)
%S5  Ven XR(150-225mg) 86.2 -37.6 (3.05) -14.1 (-21.3,-6.9)
% KA 89.3 -23.5 (3.08)

& 20 * B sk ¢

SD: 4% £ ;SE:48#® £  LSMean : H/hFHEF4E : Cl: ZHEM -
a B &MU R T P EEE R RERER)
RS EBEENRHBGRE -

124 BRE

B3 RELFOPIBHEF S DSM-IV & £ 69 &HUE RS/ AT H AL 12 864 EHR
HRRB T P —IF RS T s ARA 75 mg/day % 150 mg/day &4 Effexor XR(3% 1) * B
—IBREQ Z L T m AMA 75 mg/day & 225 mg/day 49 Effexor XR(35 2) © K% AK £45
R 35 #1775 # 4% (agoraphobia) » #3588 T Effexor XR #8473 % B4 B3k

AR BR T U T 7 2805 15454 # BT Effexor XR #9824 0 (IMRBERARMERTE
s£(Panic and Anxiety Scale  PAAS) + #IHf 5% AGE A 5 £ AE4T BI85 K 89 Ee ) © Q)5 i 42
J£ 3% & 7k (Panic Disorder Severity Scale ; PDSS) » #| B Afe s AR 3RS ATI4 69 n 3 F39 %16
(3) 4k B& AR A2 #43F 46 (Clinical Global Impressions i CGI)2t &3F 2% » 3746 4 5 2L R B 64 % A%
BRERE( AU EREAMRAEYALR) - £EFHARRSE P EZ BB HPEHEED
B Effexor XR B HA XA B(EEEECHE) Aot EAEZ AN > R G RAEREL
)& Fo B2 o W44 o

i —F a5 IR TR A E R AER & R T A R R BRI A Rk R T L A iR
¥EEAM -

A —RBEMAGEBERRBERR )T - SH 4 DSM-IV & & 69 8 5 o4 i 5% ALRA
Effexor XR 75 ~ 150 5% 225 mg/day ;4 # 12 8 (A ACH ER AR SERH) » 1§ B A SR 8RB A
HATHALYE T 54 B TSR AT Effexor XR &% %) &(75 ~ 150 ~ 225 mg/day) %, 204 F & &
Bk IR A AEN - MMM RBRINRE2AN  ZHEALRTERN
AR R L] B R P (CODE &P 0650 A | GEF AN £)8 2 (AR
HEWF PRAEFBMRE  EEERRNGHMN  TRABBHR 2R Ley R EREE
R BEGR 2B REMENMEN > BREEFLE  BEMTABH T LA EHHMT
B7) » BrAERR R A LA o BT E BRI AT - R AR AU A BE R T3
B3R ARERBETAAL 12 AR ARSRE 0 MRS EHHIES Effexor XR 545
Bim A M LR R AR AR
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E1s HRa
Ll EERBAE  RFABLTEBREREER
g tj&.:’;
;ﬁigi%fﬁ BEAE R | RERRE L
) REHBEL | 8995% 3 HE M
i i il
‘V’;} ﬁ Z;;ng 54.1% (85/157) 2268 (143,359
Ha 1 mg* 61.4% (97/158) 3.035 (191,4.82)
Py T 34.4% (53/154) - L
*
v xR DM | 6a1% (100156) 2350 (146,3.78)
Wk 2 mg* 70.0% (112/160) 2.890 (1.80, 4.64)
iy 46.5% (73/157) - e

IR E MR 0 AL R K 2 BB e B to (At E R ALA]) -
95%Cl : k4t¥ 5 H| B AKES S% EHER -
ThEGH LREEANTUBGBE -

125 2 &H/A

F L& A Effexor XR §#47HIR 766 4 EHE LT/ AT BRI H R AR URFIE 793
EEZBRERETRANTEHHBRSK 43 FH 1K R L4 Effexor XR it 7 2,8 5%
/\ °

13. AR RAS

13.1 &%

Effexor XR 37.5 mg, 2-1000 448 35 & %
Effexor XR 75 mg, 2-1000 4248 45 & 4

13.2 %3
o b &K PR -

13.3 B4 4
HAEAEN 25°CLT -

14. % AL Rse

QRN EBREEALLEL BN RARBA LB ML A MEMA Effexor XR 4%
e B R AEME > LI LB R EER -

AN BWE ST HFE - 368 KmEAMA Effexor XR 65 do B84 TR S84 4%
G Em -

BRBEAITHS

BEfop A - BARBAAGBULRELITALAREMARENK R E2 L Tl
ER(ERE ~ B3 - THREME - KR~ 58 - RITH ~ B8 - H8)  HLREE - HHEY
4 31 K 32 (psychomotor restlessness) ~ 48 #24 (hypomania) » 3242 ~ AR -FF a7 A% 10) - £
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ERERALEFEECHFATY > RABETHHRBROEHE  FEHNEE - BRANES
FoREE LB PO BHBRECEERESTRATR -HBHUEAERAARER
FRERRERAZAAR ARG EREIAY  FLEELRORBERTLAG -
B ERA TS ARG RERITEHZEAR S EKRETHERRELAT T TS
[# M EfE S48 35/ 2 & FIF51])] -

B Ry

& 4 %0 AR A Effexor XRagm AR & B 8§ IR A i & 4-venlafaxine &, % desvenlafaxine gy & & o % 3%
A B ELs B AR 24 B Effexor XREMAOI &, 1% A MAOL#& 14 X M4k A, £45 1L EffexorXR
BT R A L AR IMAOI/ R AT 2 .&(4.2)] -

KRR

9% AR AR A Effexor XR #2 triptans 2, tramadol ~ amphetamines ~ tryptophan ## 7 & ~ #4%
R RM LS CRBAB R aFFUBE  TUEATERaF FEESHER/£Y
B/t B FF (5.12) REEMHR(I)] -

o RA &
Fe %5 4o i A Effexor XRey sk AR E ISR i R/ R AT 38/ 0 & F5F (51.3) ] -

A¥hk

&4 4o 5% A4 4% A Effexor XR#zNSAIDs ~ aspirin ~ warfarin %, £ 4 %5 % 5 dn 64 8 5 245 90 /)
S BAHRWNHBRMETRLFLAOBRK ML RR/ LMLt EFF
(5.1.4) ]~

B A RS R

JE 4 4m% AR A Effexor XR €1 RIS pLaesg FLA K » BB A ATR TSRS A MR F
8% (angle closure glaucoma) » BL 7789 F SLBRB A T340 & B & & A1 F ek (open-angle
glaucoma) » B A% A& B 454 F AR A S E T AT IR AT RUK G B - F AN F AR E
FErEA MM ELROERE T - RATHEALHEKRE  UHETESRTEHELERAN
Bk E AR E B SR EH T AR TR TR N (Bl o kB R AT [ R4 E 2
EEFHE (515)]-

HE: S 3k 2
BEbomA RARBRACHELRREINERE/BREAT R R L EFHE
(5.16)]-

s i A /B o B

B s B, B E S A A5 HMEGR )% AR A Effexor XR B4 3/ [ £ M S/FF/ K R
RAE (82)]-

o ¥ B B B = M S

JE4fois AEAEE 8 LDL fo =B H i AS TR A SR TUL RA T LM [LHS/HH/ TR
R (82)]-

RE K
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MBS0 AJifo R ERHIGAT R £48 4 1% L BB Effexor XR » 5 AMBE & 458 Effexor XR 7T
RN R ERE LA R L EEF (517) RFRARME (82)] -

Mo G
Mebpagm A A Effexor XR 7T 4t & § 30 B Mo &b A R oy SRS AR o 4 3m At

BORAEBEANEHAE D ETYIL URTRZAEERAG/ AH R/t EFF
(5.1.13)] -

bt ]

Hihom AERA Effexor R BB & BB/ LM X ZIEA(7.6)] °

BERSE

RAERHEL  BRLS  ERARTRABELBHRE BB -

mE

LRI BASHRERERE S RE B[ LATHH# ST EEF(6.1)] -
HH

AAEERLRL  BElo B[R HHRH$FHLEEFH(6.2)] -

R

Effexor XR &.4-# ik #(spheroid) + H 1M & 1§ BAp1g 2 B i AH1LE - kM R
BARG FBER  RATRGLERHIREBR B L ELEH S oW N R - 5 ABTKS
Fo 0 JLJRAE BIHUK BT BB BRI -

15. #46
& # : USP1202111-2(MOH20220316-2)

#1 % g% © Pfizer Ireland Pharmaceuticals

3k : Little Connell, Newbridge, Co. Kildare, Ireland

¥ £ 6,4 g% . Pfizer Pharmaceuticals LLC

. kb 1 KM 1.9 Road 689, Vega Baja, Puerto Rico 00693
ZROKB(ERUARETEEN) | AL EMRMSH R

o ot BB THEERKRERSR DA 22142 38 1RAE
B OW o ERBERAA RN

ok BELATEABREABSKTR 2T
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