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ER T E iR 1508 %
Wellbutrin XL 150 mg Tablet “Canada”

EEEHF 5 025106 7%
AHRBMES £
he 7= H #i 2024-07-12

1 %M

1.1

1.2

1.3

14

BUETRZE

WELLBUTRIN XL %A :
$e B =7 15025% Zbupropion hydrochloride -
#EB = 7A300E5 Zbupropion hydrochloride -

FEL A2

[EmBRRE]
BREBM TR
fEZ
Polyvinyl Alcohol
Glyceryl Behenate
X
Ethy! Cellulose 100
Povidone
Polyethylene Glycol 1450
Methacrylic Acid Copolymer Dispersion (Eudragit L30 D-55)
Silicon Dioxide
Triethyl Citrate
Black Printing Ink

i il
A . S ER R -

WELLBUTRIN XLiEH| feR k&R - Aolt]) - BRESLIRE -
WELLBUTRIN XLz # 2= g =i BE & AR A9 T -

ELPY -

WELLBUTRIN XL#EHI150mgRF . ABER=BEERE - —HEERBEKGS SFV 150)0F%

S EEEEE -

WELLBUTRIN XLEEE300mgRABEEXZ BRI - —HHNBRBEK(GS 5YZ 300)F4#

S ERLFE -

2 EFEAE
WELLBUTRIN XLAMARERE -
3 RAKRAE

3.1

FZHE
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 RAZER

WELFBUTRIN XLAOB & E R E 5 300 mg -

EIEEN R 2 A E DU BRIFE24/\E -

SERFEEENEER  SAURMN - BEBERMERERE (ZERMREE ZHE DN
ARfR24NR ) - ARERR EAERBERNE  TTROKE -

WELLBUTRIN XLZ#EIEEER150 mgBH—R - EEKA - HMR150 mg/HZHEREARFTS
HEA - REBEEER300mg/H - EH—RW—BRAABREE - Ol EAR -

IR EHbupropionEAERIGEERERFARAER14X - WEFAEMNNERE - WELLBUTRIN
XLOEREREREACE  TE2EITEZNNEREN -

FHEARAWELLBUTRIN SRifE 85 A8 AR 7 2%

= RAWELLBUTRIN SREZMIHEAMRIBWELLBUTRIN XLEEHS - AR F AT HRMNES LS
HATIEL/WELLBUTRIN SR#E300 mg/H ( #ld0 : 150 mg EHMRK ) JAEFHHEA - oISHISH
WELLBUTRIN XL#300 mg #H—=% -

—iRA  BERZSUMREREUNESEIISENERANEXR - 28 Rbupropion ( 300
mg/B ) REH (RE—F ) AEEEYN -

RS EHREZAE

. REEEDESER
WELLBUTRIN XL§EX R XTI FIR 18l TSR E RS D ( SBSERIRSE) -
WELLBUTRIN XLEEFIR 18851 T AR ZE 2 1 A R 14 ST

. BERAZER
FEeHER L2 E A HbupropionffERE AR TIAE Y ; B TTAE N AR EIasEIE e (S
VB (2HEME B ) -

. FHER2FEAZER
FFIhEE A2 r0%% A ABWELLBUTRIN XLEE/\Ay »
EAEEHTENBLREACEDS S ENEERIEA - BEREEREEER (SHEERTE
FE) -
WELLBUTRIN XLERZEREFELHEAS FEER/ID - HRIGERA - EERTBEEDRE
150mg ( 2EBERIESFE) -

- BUERERAZER
HWETIARREBA - B a RS Bl (S0 1A 50 () H 8 - EBbupropion R EA SIS
ELERABRNRETEAR—BEA (SHSERIESE) -

A

4 =

=
A

WELLBUTRIN XLE R # i bupropionsi ®EIF HitnE M —EK S BHE -

WELLBUTRIN XLEARERERA -

WELLBUTRIN XLEERR RAF L REESEFENAEA -

WELLBUTRIN XL =ZAEbupropion - A EHAFEEERZHthZbupropion®EAEZRA - BA
ERSFNRERERSER -

WELLBUTRIN XLERRERSCAHZHBESREINEHEREEZRA - BRELERARD
- BEEEEI RAbupropionIZ BB HEIEE - BERIE2RERERS -

P.2




WELLBUTRIN XLATJEBE RS (EEEHIFEIE (MAOIs ) B EA - FRATUEMNMAOIsZE - ED
YEME14R . A TIBAAERWELLBUTRIN XLEZa%E -

5 BRIEREE
51 BR/EREE

WELLBUTRIN XLigBIEENER - A0t] - FOUBRRIBE - BAERUKEEASRELARR
B(EREmEE)NERE -

EEIE (Major Depressive Disorder, MDD ) MIEftiFtHEH 2GR - BRNE - BOE
MEBARARNESHARKZEBCTEIEMERESZRTS - WELLBUTRIN  XLIER#ZTI AR
18U THREH STV EF - FAAZEERWellbutrin XL Rt B2 BN S5 AR EEGERRK
RE7 EREYE - MM RERAR24ABMU EZRFEARANEEEHEEERAIENERER
HTRZER MERSERNUEZEZFEARBNEEE - RMBRAZEBRESRZER - B
EESEMBWERER - 220588 ER2EE - SEREAFREZRARBERAREESE
- BEREZEREEAEGRRESE  SRESNASENTANE - R SIEEAMEBE

REBHEERZERARAZERERE - LBFEBERRTA -
FIIIWELLBUTRIN XL (bupropion hydrochloride) 75 s FEiR I ol E R R IFm A IR RN E
MEfRE - DIREBSHEEE -

b

ROJREEBWELLBUTRIN XLEYEEEIE - B&AbupropionE#BE—IEEE SHRMNEMNEER
REEFRSRD - €5ZF8H450 mg WWELLBUTRIN XLEIET - BEBERNRRERNS
0.1% -

BERbupropionZ £ AT S EEMBEFIIER - U FARRREFZ2EERT AR -

Eit - EF—-ERZESSEREEHREREZIRRNMA - EFWELLBUTRIN XLAERFHEA
RN - EERRERE -

- EEMEZRE

- PiEHE LM (CNS) BB

- BHEZAE

- ARSFEMBEFERME(FREZZEY -

5 - AR EEMmERSEFERNERR TEEE - 85 . BECRERREFD ( SHER
) - ARMEEYSRERARNERR - URERAERNRERBNER -
HRABEREAWELLBUTRIN XLiAEP BEREN - BFEEAREHER -
HRAEWELLBUTRIN XLUARABEREBHKE - BIEAFE ( SREER/FARKRE ) BHE
# T - FERRFE(F IEbupropion B AIBEEE R - FRLUNERMERR ERIES -
FEbupropionBYER RS AR & R ERBHL/BAMNMRE - EEREBHNEEAEE - SMP2 - M
EMKERERELE - GRETEEES - b5 - hBFEDBEEEEbupropionfifAZ2 S
I3t - Stevens-JohnsonfEEE RBHENRRNE R FTHRERRS - MRRAEARIIEE
ERHEES /BRI RENES - BE - P - i - KIERFRERE) - BERAARF
FAWELLBUTRIN XL - [ B8 & R#E A SrE -

BAREMEE - AE - BESHES - UREMERBEEEEBHRE 2 MBRERNES

P.3




iﬂmﬁﬁi

“BupropionE R P HREGZ MBS0 - BRE—SHM - WESPEFECHRAER
bupropion:- EEME NS S EHEREESEEATELEENER - BEFARAN
bupropienilif@EMNEZREA - Bt - FHAERZMRAERWELLBUTRIN XLEE/ML ; TR
,ﬁFEEﬂ¢FHEtMﬁA EEEEREAEER (ZRRZRRAENENEHIBEEYE) -
WELLBUTRIN XLER#EBEFELRAS LEEA/\D - BREERAS tbupropionfy®
EMEEESEEEN  TESEEEANEETEAR—BREA - USSR MEBIER
(2RAZRASNENE HRE) -

FIANERRNFEA - BERTENTAESEREIER (B : kB - O% - 8/8) - TEL
THEFEBMHLHYNSES -

BupropionZEFF P MBS B BB B - BRE—SRBITHESREEL - ALt - WS
REHREA - BIA AR B EIRBESERE(H)EE - ERbupropion RENSMEBEILE
BABRAMNBETSEAR—BFA (2BEYEHESYE) - BERESUTEERENRIER (6
10 kR - Q% - B )  IELTREFEYSAHYNESES -

EERA

BupropiontES K SRS R BREMIMAEEZEALEMRERAZBETAER - A - T4t
BB 5t tba e A MbupropionfIfEFRER A SUKAYTIAEY ; RIL T AEM AP (B EEA05E =B () B
B (2REyaHasy) -

18U TR EEF P F

EREEEEEYEMERERNEENS O ERSNEREAEN - dEARINEaRSENT
ﬁmnr

EﬁﬁﬁAﬁnmmﬁﬁﬂﬁﬁi?néﬁﬁé% HAETRERZRHBIERZT(E - T/ HIRERAZIE
1% - ELERENE  EIREMNEFRRSRECR - AEREARYVHBIBNEA AELER

EREEOHE - FIUBENERRARSESERR LEE (BRLEMNER ) MIBRSRATR
- AEEYIRBEENNERER (ERIEMSEL ) - RREARENEEEAERI—RERFE

B - EERNYHICTRESIEME R EME -

BHIBERTATBZNRA - FEAA - MRLERKRARNE LRAEEERRTHRNR

A BREELERTHERCENSEIRE  EARPRIEIFM0ERE -

te5h - gtEHERNMEREYARERE REERERERBARAZZBEIHIE 1 iEAS A&

M—IEES AR - F25FUTHRAP - ERAEEEAER - HRERBEZERTRENE

BABRLZRBIATSRES -

EZEERANMMANEES BESZEEORCHER ( SEEEMIVER ) M/FRER

/TR HEEtHPIECHRE  MEEBLERLRHEUZNSKER LNER - AR

FEMSRERERNRE  BEENRRNEEMARAR ( SRS EIEH7TE SR EREMER

BENER ; BIFR/ARKE) -

BERAAGRKRLEL (BREERER ) MI/RHRERNOZHE/TH - LHEEEERRERE -

""”*Eﬁ!t‘n‘ :ﬁ’FEJﬁAEﬁEQEHﬁH—: REEFRRE - SEFER0U8E -

W%&ﬁFW?‘:‘EEQﬁEHﬁ“?&#ﬁ"‘ ( éaEﬁmH’EFH/Z:F REE) - HRIEARSHENRAR L - BR3
AR AIRIEER - 35 - VHNERETRETELUIBER - —RHEE (EREERIHEREI
) HERBEGSRAKA - #HHIIIBREERERNEBEARE - tEFNEFREEER

P.4




-E‘J?ﬁk’&}k& HIRIEREER - RIFARNEREN - HERBERENRASHER
bupropionfE&EBEHE - EEVHFEESKIETFNKE - EERNEEHIRMKAEA - B
ROoMGRRAREHMEEAREBNEARE ; LEFGESSFMNBENRSE - gEEK - BREE
MEBEENRIES -
WbupropionaBALMEERABZEBENGKRERAR - %%Eﬂ:ﬁAWELLBUTRlN
XLEFZE/N D - 22T - bupropionZE¥RAEE AR MG LMEEFAZNSRD  BEAREN
3 ( SEEYENBNY ; BRABER) -
Jinl=
E—IHIEEEE - KaBmNE—HSMERA ( BRMENRKME ) WEED - bupropionk#t
mMEBEEA LEERNEE - M - SENBRAS (ARERE ) NEERE (2HEIER/AR
RE) ; ﬁ'ﬁﬂ%lﬁH%fiﬁibuproplonifl]EETﬁ?éEZEEH ( Nicotine Transdermal System ) TlfE
EEMEAS (2RREFER) -
ABEERREERE -
BupropionE#t O R{EA - EHEA BTSN E#bupropioni¥if % - EolsEEENR
EEN - FRRICETIAERE - Ebupropion X ENEFIEHA TR - SEBEBEN/SFECTE
BlsRE -
MEEIE1Z8 ( Serotonin syndrome )
Ebupropion&HERTBEENBFRERFER 2MBERERNER - 815 ;| EEEMEZRE KD
#lEl(selective serotonin reuptake inhibitors - SSRIs)zk 5 R A E B I =R B U HIE
(serotonin norepinephrine re-uptake inhibitors - SNRIs ) I - 5 EREZEFAIZ6ZWER
- ERFARLRSHESEMMEREAZERE - ERURAETFARE LHEEQEN
AT SR MR ( SRREER) -
ﬂﬂ,siﬁﬁiﬂﬂl"*‘“?EL#E%EHAEZEEEEEFHbuproplon(gﬁﬂi_a)
-L‘! -b_; "_h' = LS IIII
WELLBUTRIN XLIiE’F?_JFﬁTf‘#Zf’S‘é? « #EfEAbupropion#iBiANBALS - EHBLERE
HEBHARSANES - EEITEERES 8B BEESC(ERMBEAEE) - Bew - 418 -
R - =8 - RAER B - 82 - 38 - SEENREH - LERERER - BRtcENTR
B (2MAEEFR/ARRE) - BEFLRRNEATRESHIRES THEVER - G254 -
HEEMRMMAERERAZYHBIMNEFRED - SERLEEF@ELRLTHIRERE)NES - F8B
HhFEARSHERERERbupropion{B I ERERAA -
ERBEREENSABHERNAAPHSZEAZBHAREN  ALRAZRHREAREM
ERECHIES - BRERARERENECBEHARSEN - EBHWRAMBES - IRRALR
ERFENHIRE - MBELE - ATAFBESTENEL - AIRALREBRESNERTE
- EESIENEFWELLBUTRIN XL - SEEIESRSERE A SR - BEREA SE TGS AR EFN
BEY - LERRARAREMEZNEE  AEEERECERENERTRELSE  EREFLE
A - TSN EHE R - FAEREFRbupropionZEHEBMNRE - KB - RN
ERTIFHEEFE ; Bt - BSERRTIEHZRHUERE - BERERHERL -
HENMEERASEEEWELLBUTRIN XLEERA®OI5EREEA IR/ K (pupillary dilation) - &

RIBABBTES Uﬂrﬁﬁﬁﬁ(anatomically narrow angles) B k== 41 R TIBR 16
(iridectomy) 0l BERG EE H R A RAHIE S KRS EZE -
5.3 BIEHMAE

P.5
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=4NEEMERAR PBHERSE (CNS) MER - bupropiontlAEEH EHTREHET N ES K

BARI 2 BN - Eif - RAERRSUBERSALERM - HAEEHEE

WELLBUTRIN XLEE2 ft: FIRORE S AR R VG AL -

5.4 BRERA

WELLBUTRIN XLE#BER S TER L ERAERERTEMGRERLE - ERBBIHENKE - £
HEHHHZEMG - BERERARERREMNCRTERERBENE -

6 RAREEEESE

6.1

6.2

£EAH

fi#Ebupropion ¥ & AEEENNHERER - —EHHAXBRETHNEERRLKRERBEENR
BHERGE2RERAZEZHER) -

B2

— PR R TRBMALBERERRE —H(first trimester ; AIZER)NBEEER
bupropionEELEE XS LNERFERASESHEHEY - EERRESHEARPIER— - §
HRBPLUFHERBOLE  HUEYNBMXAEGEUENENAERER -  TERAEEY
SR BERREEZ BRI Wellbutrin XL -

EEREFEMENESD - $HHERZSE—HZHbupropioniIRE - AIEHSERIRILERME L
WabrFELEFIR9/675 (1.3%) ©

E—OG N ERBEEREST (n=700585 ) - BZ2E—HEBbupropion (n=12138%
Y BEARURE (2.3%) SONERE (1.1% ) HWEEE - BERZE—HEREtMREERE
(n=474385 : 23%%EREHER - 1.1%0MERR ) - HRES—HLUMSEER
bupropion ( n=104985 + £2.2%&1.0% ) #LE - WRBEIMAER -
FE—EERABEREXRBEEHHE(NBDPS) FEEMNERMETHOMEBEREES P - #£7
12383 ERBRURSSIMIHRRR - IRASREINBREZFELLERDE O RRIBRIERE
BE BN ER R YA ERbupropion - EfFT EEAHEEMEEN=10; adjusted
OR=2.6; 95% Cl 1.2, 5.7) - T BE&EAbupropion & {E O H it A ELAY.0\ KR FE K PR A 10 Bl R BE
SENSHEREIGKRBEFIHEEYE -
#—IEFEA#ESloneRTRBD O EXRFEMEMSINERNMETHEERREEI P - £
AT EAMERENERREMURS611URERRR - EESINILRERFEFER
bupropion®E 4 A EFR B O MRS R EBHEEIRIM(n=2; adjusted OR=0.4; 95% Cl
0.1, 1.6) - ™ - #EZ2FE—HHFEAbupropionfERE—AEE - BIEIEYFERELZDIER
18 - & LEAEEER%(n=17; adjusted OR=2.5;95% Cl 1.3, 5.0) -

Blmg/m25t 885 - I FARSETHRAZET1EM7EMRHDMEIE T - TENERAENILE
(E—EXBWET - REESTERENAUCEIE - 300 mg/kg/dayREIETHRBENR/AER
EENLTE) - BFRFANHEERBAAEREMURESHNEIET - BEIISRE(CEMEIN
(B BN SELEESERBENBERNRLEERAS) - BESRSHEETIRENRERE
» Mmg/m2EtEIIS - EHNE7TEMRHDHNREET - EREAMREBERZMMEIHBEES
bupropioni@ M KBS - ERBRIEEKNATUNFRRE -

MFEL

Hitbupropion RE{#WE I EANFRTH - IS FEESERERAWELLBUTRIN XLE]

P.6




|

AR -

7 REFH
BupropionEZ# 4l i 2 EP450 [IB6 (CYP2B6 ) ( SREMENERE ) AHMAETENHY
hydroxybupropion - F it - EWELLBUTRIN XLEAEMEECYP2B6 FEIIIES 224 ( HlM

: orphenadrine * cyclophosphamide - ifosfamide - ticlopidine - clopidogrel ) [EF1% F5F

- AR -

gt Abupropion A& #HCYP2D6RIINES(LH! - AHEP450RIBEIMARANSEE - bupropion®
hydroxybupropion2CYP2D6RERIMFIE - —IEABEEME N BHARER + ¥ FbupropionfER
desipraminefIMIRBEAS - EFIRFHRE—BbupropionBEMN7X - HAFEEEA - HIb

- WELLBUTRIN XLEAXZEREERINBABMANENGRE ( fINFELZ BB - fuo @2 -
B mEREWIIEIBI(SSRIs) - ZIRNEBEHE - fUIFWSREE ) - ELHANEYNEHREEEEH
& - MMRIFEWELLBUTRIN XLIMAREEEIZEZHCYP2D6H ZEABRIBA - BISKEEEIFE
MAEZYNEE - FRRAREEREZEY (2RENEBNHBEE) -
EYEEBCYP2D6XBIE(EARAMIER ( Mtamoxifen ) - EILEEMBECYP2D6HIHIE (0
bupropion ) #AKTIEEEREEFYM -

Bt #citalopram ( —F&SSRI) iEIEEEBCYP2D6H - BZE—HED - bupropion{3igil
citalopramfCmaxKAUCE30%540% -

E%&bupropion#BEZaYH - FIEIGRFEHENH ( Mcarbamezepine + phenobarbitone -
phenytoin - ritonavir - efavirenz ) S#IEICEHAYEEY - OIS ECHIRKEIE -

— 2 HBREEEBFETHMERET - ritonavir (100 mgEXRMRIL600 mgERMR)H
ritonavir 100 mg#illlopinavir 400 mgE XM R = {Ebupropion 5 H £ 2 {{ B ¥ AR5 2 (kT = (k38
EHPR(EL20E80% - B - FHEMBABT XL TFT—Refavirenz 600 mgEfFEbupropionfIIRES
PEE&Y55% - — R Aritonavir ritonavirfillopinavirKefavirenzBYEE (EA 2 E %
bupropionf NBEHERELFREERAMY - HIEEFERAHEPE—ZYAENRA - B Fbupropionk¥
algEAEIRSbupropioniVEIE - BRI EBbupropionfRxEE=EIE -

B SAER RE R 362 FE EbupropionFEIE ZEMNEMEN LB EER - ARV WNHZERAERIE
A - S AfEbupropioniAEEARISE - BEIERIM 2 14EPEEAIEE - FWELLBUTRIN XLARHARM
- EERVER AR RS R -
LEhEERBERBERbupropionfSSRIsESNRIsZE R TIAE BB 22 E (EFA - EMERE Nm
BREEHNERCSRAEERIESHR) - ARNEFRERESR - bupropion#levodopask
amantadinef#FBIF - MANBKBENAEHRERAZEERRS - BRBALEERAlevodopast
amantadine - £ FWELLBUTRIN XLE%H/BE{REE -

B8RO Rbupropion - F12@3 & Pt E—EEMlamotrigineZEEh 4+ B I EA 5T L A =R
24 . HiEABlamotrigine glucuronidefJAUCEEGIE N -

EFFERAWELLBUTRIN XLREG T &R R ( NTS ) tJgEEFEMEAS -
f#AdigoxinEibupropion&isaidigoxin iR E T % - TEREZHEWIED - Digoxiniy

AUCo-24n FBE1.6f% - BEBRIEIEM.86E -

8 EIfFR/ARKRE
8.1 BFREZRFA/ARKRE

TRUSRENRBE LG HEE - IRHERPRERZIRAIEIER -
ig ( _ﬂz“u& ) :

P.7
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g%l [0 - |

I Eﬂ% &

fl..\ﬁ?ﬂﬁ ) 51‘;\1? - MEER - ZEUHENE - MBAS (FRRE) - 84 - R

—;ﬁﬁ ¢ @Bﬁ% ERGEEEE) - KR - B - WRAHEE - BEXE - MSHKE - ALAME -

EJ‘I‘F”FE%.:E EBENARED - §EE - EE - 18 - FEEL - HENHMES - BRBE - L8
CHE R £E - S8 BE - Gl - ABHEE - BEPIR - cEER - HBERE - O

@ﬁ:g‘é@ﬁéﬂ .

e BEEE - MEE6iER - Sk

BE .

% - BIBER - EFELRIEN - 8% - Ei

2g‘éi$§§ :

SRR/ RIEHEE - FREEE

BERE -

HERBES - S - B

BE - BE - BT - BERERREMTHERSEME ML KIE - FREH/TREERERFRN

BEERE - thARESE - WERBEAEEZREMBREZEBSERBIRNES - SLE

IRTIEERG B - hBABSWHAN - T XE - BEKIERR (Stevens Johnson

syndrome ) - EBHABIRBMNERZEARIRE - SHERZUEEPHRBERTESERE

EAHRS -

53734

HIE - HEER - KBRS

ARRE :

IRAEEH - [RABASME AR - BEAEE -

9 BE

REAR S1EJE -

BTERER/FAFRREEBE THRHEMNEGZS - REZBEEREMAVERSEREE - RAXEER
ECGE{LINEERER ( 2FQRSER ) WORALE ; SANMHNRIIMER - MBEREBRBWITCHIE
15 .

A

BERER - EBERAER - BEIZEECGRERHSR -

BRERERE - LRESNERMHLEESR - BEFEREMR - Bupropion 8 BRENFESHE - E
REFRBRESRBEZSYPONEZMRENER) ETE-THNEE -

10 ZEIBRE
10.1 fERHRE

Bupropion@— &5 E % ( catecholamines : [IE® E#RFEnoradrenaline] &[Z B
dopamine] ) BIf8AS TR 7 BB M DI - #H006ITRAR (indolamines : [MMEER
serotonin] ) EWKNEEREMS - W ASHIHIERELEE - #2bupropion EthEEE
—15 . EFMEIERRE - B—MRE - EREERRABLEE LIRFRY (noradrenergic ) A/
ZERAM ( dopaminergic ) BEEFTEET -

P.8




10.2 BB FHE
=a
ATCHTS
HYRESE HEREBRE - ATCHRE | N06 AX12 -
F—EESRERRT - 44 FbupropionfFEHMEYIEL T ( extended release
bupropion) (450 mg/X ) 14XEZRERE - BLEHABHELL - QT FEEERRK LES
HENTE -

103 BARAIZZMER

HEBRABHNBUEMHIREEE - bupropion#i EEYMEAEBEY -
EESM
-

Blmg/m2t8iRs - BSEEAETESEARE AEE S (MRHD)WA B P I Rl N FHE N EE

ENE 1A /s EIEE

Y RIURBIFRNEL - BELESEERMETRERFEENIER - BupropionfE A2
NERREET - WRATABRERFRERANEE - ERNEERIYFRIANITEEEHRE
{&bupropionZEEHHNEZ AR -

11 ZEYENBERY

R Uz

& REREE O RWELLBUTRIN XL - KKS5/)hFESbupropionii s MEFRRE -
EbupropionfFEMEYEXEHESYHAR - BHRKISEHEERE -

R TSH150E300 mg2EIE% - bupropion R ERBYWEE RS HEEHE -

paNiii

Bupropion BEZ2hEREA - HEISMEEEL2000AF (L) - BupropionEhydroxybupropioni#
FEMRECERS (H5IR84%RTT% ) -
ThreohydrobupropionfU B ¥ EBEFZESEE A Rbupropionfy—3 -

|

BupropionE ABRRETEZAH - 25 E2RMRPEEE —BEAZEREHNNHY

. hydroxybupropionx HizEEE Z#4] ( amino-alcohol isomers ) -~ threohydrobupropion - &
erythrohydrobupropion - BLEACHMERK LTEREEE - AATMKNMEEERN
bupropion—#&& - EEE&S -

R FWELLBUTRIN XLERBIE 2% - WHEER MEE PRI erythrohydrobupropion - &4
E—THNBHRAREMNAHY 2% - BREHELRE -

2HMAFIED - bupropionEZE 4 CYP2B6H 3 A E ZRE M ATH ¥hydroxybupropion ; #A - 4
ff 2 2 P450&8ithreohydrobupropioni 2 A &R ( 2BREERA) -
Bupropion&hydroxybupropion#t 2CYP2D6EIINEEHHE M S5 R  F IS - KBS RIR21 K
13.3 uM - EEHIRCYP2D6EAINEEEZ X BIEEIHES ( extensive metabolisers ) WEEED - [
R%Fbupropionkdesipramine - EfEdesipraminefICmaxRAUCH B IN2MZ K56 - E/DER
FaE—BbupropionZ#B7XA - NHRBEEFE - BAibupropionf4ECYP2D6 R H - Frld
FERldesipramine A& & ZbupropionZEME) 1 - BRI FWELLBUTRIN XLEECYP2D6RIRH
THER  EESERE (2BXREER) -
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113.07.12

12

%E’ETE@?#TZQ - bupropionERFEEEEVRAZTECASHNH - EEEENEARE
bupro-pig_n%%%%ﬁﬂ%%%105457"59’9)\553:3&%%'43 - W KRB R bupropionzhydroxybupropionE 5
BERB RS -

Aﬁ%’ﬁ'ﬁt%ﬁ{%ﬁ%ﬁﬁ IREAWELLBUTRIN XL - A7/0\E - E#Zhydroxybupropion& S MREE - 18
%ﬁﬁﬂ%ﬁ . hydroxybupropion£: & M8 & 495bupropioni -5 - Hydroxybupropion#y£ 5 149
E20+5/)\B - EEBESZAUCKAbuUpropionkd134E - Erythrohydrobupropionéa
threohydrobupropionZI3Z & M %2 E KB ShydroxybupropiontB 4 - AT FRIE R EIE
& - 2RIR33:10/NEEE37 13/ - BEEIZAUCH RIKI Bbupropionfd1 45827
—EREEEEMFET - 100 ngBRXMR 2B ERritonavir& fEbupropionfIAUCECmax7 Al
FR1E22%E121% - Bupropion ZC# MAUCE CmaxRIERE0244% - S—ERESREMEE
7~ + 600 mgEBAMR 2B E/ritonavirgfEbupropionfAUCEECmax 5 Al 1£66%5262% -
BupropionZ iR AUCEECmaxRI EE1E42E78% -

BE-EREEBEEMIERET - lopinavir 400 mg/ritonavir 100 mgBRXMRE Ebupropioniy
AUCEECmaxPR1E57% - HydroxybupropionfJAUCEECmaxBll'E 73 AlIFEE50%E231% »

HERR

ABEOMR200 mg 14C-bupropion 2% - AIM#ERRREED S RIEIULE7%K10% KELE EME -
Bupropion B EHE ML =@ 45 O IREIBH0.5% - BB R IR AbupropionftEIZ L HIER - RR
th IARE10%M 14CE EWBASEHAHY -

OfR 2% - bupropionfFI9E BB BEERAR2002H/NEE (L/hr) - EEHRR¥FRIANR20/)N
R -

Hydroxybupropionf kR R20/\F - BEERERE THEYMPRE-HEMA TEE

( AUC ) #15Ebupropioniy 174 - ThreohydrobupropionKerythrohydrobupropion BHER 3=
HALEB R ( 2 RIR37A33/\E ) - BEMREBAUCES Bl &Bbupropioni8& 5 1.61F -

Bupropion RERE YOI E8R 2 REZIBEMEE -

BEMEYENENIERAETARN - TS EBREBTE ( gastrointestinal transit ) 41T
R PRRERES -

BUMBERERA

BupropionRE X ZR MW HIMROISEEBINEEEMRSE ( SREZIRSH ) - a2AKEE
RRFTZEEEBREAEZHNZHED - bupropionR(E)ERXSMNBREEAASHIRS -
HIBEREBA

ERMEREFELEA - bupropionRESEH BN ES M ERERESFHEEL AR LNE
. AMBAREENEERK - EREMFFELENAEA - bupropionlICmax RAUCEZIEMN ( 19

H - BEEFHEER  BANTFECmaxRE (H30870% ) - FHAUCKS (#302

50%) - PfITmaxiE# ( K20/0\F ) - FIEERBER (K224E ) (SREFERLEIESE) -
EBEAN

EEANEMEH HBERRERLEA—R - —EEREEWRET - bupropion R EABHMEEFEA
BRAKEYSH HNBEFEPEANEE - Z—EESERHERZHIENEYE HBMRANER

- bupropion R HE VM EBEEF ARANREEARELEBR K - BARZLER = R E3Fbupropion iy
SHEEFARFRFAZAETOEE ; AN - FEEHRELEF ANSRMTEELERS -

WELLBUTRIN XLA B2 B 244 t1 488 T B2 5 i Rt BRpO iR -
EmEFEREENERE SR - 8 (WXL101497, n=576 ) &H#EFWELLBUTRIN XL 150-
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300 mg : R8BEEEZEFENISEE - Montgomery-Asberg Depression Rating Scale ( MADRS ) #&
SEEENRSTRATE LEEZERNLRE (p=0.006) - BEBHEE FAREBRZREIZET
250 & E I mvenlafaxine BIZE /0> 73.67 ( MADRSEO~60Z Z2EBEBER - NEHSHERE

o FTUEE 2 & Hm A Zbaseline MADRSHIE30SESA - MiplaceboEETEHK13.54 ) - EEE
B (AK130939, n=591) F  RIEEWESE - MADRSHE ST EEBERNE L - WELLBUTRIN
XLEZREWREEER (p=0.146) - AMaI#=EEvenlafaxineB#st LEZNEY ( AL BT

& - p<0.001) -

E—EUZEEHBREZREEE (AK130940, n=420) & - RKEH#F150-300 mgWHIE%
BT - EMADRSKEZ - Clinical Global Impressions (CGI)Ei8=E T4} - SheehanksE 2%
MEI - DIRQ-LES-QEIR 7 #Hst LARR IR ; AMEFEENISE - MADRSENEEBER NS
rAlE AR R EAEERTRE 2 ER (p=0.085) -

13 BRRWHEE

13.1 8%
2~10005 2B E(HDPEREE AR EZ 2 HE) -
13.2 A

REHRERRIMEE -
133 REHHE
RER25°CUT - BRERERERZEE - B2RERKER -
14 HAERARN
BRI R
15 Ef
[RHEEH%]
RERS -
[fERHEE]

e
Ht o
7w

WA 4m5% : GDS34/IPI18
JRZABER - 03 November 2023

HAMEFORER

Bse e A RN e 15025 BEEWF 502510658
B ERETEN 3002w HEERF50251605%

BIER
_RERK (ZRRHRREEARE

y E E *t # (s] ulh
) - RAIROBRAS HhEHAREBMFEE1#EMNEE15

SUERE - Bausch Health 100 LIFESCIENCES PARKWAY STEINBACH, MANITOBA,
Companies Inc. CANADA R5G 1Z7

AVENIDA EXTREMADURA 3, 09400 ARANDA de DUERO,

2 GL A,
3L - GLAXO WELLCOME, S.A BURGOS, SPAIN
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