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Rx

THANH PHAN
- Fluoxetin hydroclorid

Ttrong iluong fluoxetin 20 mg

I vi€n- T6 dugc vira thl

Qinh bQt biiin tinh, cellulose vi tinh rhd 102, uospovidon,
magnesi steara4 silic dioryd keo, hypromellose 606,
polyethylen glycol 6000, talc, titan dioxyd, green lake)

DANG nAO CUE

Vi€n n6n bao phim

DUqC LI/C HQC

Duqc g vd co chd tdc dqtng

Fluoxetin ld mQt thu6c ch6ng trAm cdm hai vdng c6 r6c

dgng ric chli chgn lgc t6i h6p thu serotonin tqi trudc synap
cta c6c t6 bao tnAn kinh serotoninergic, lAm t6ng n6ng dQ

serotonin tl6n sau syrap, tir tl6 cdi thiQn c6c triQu chrmg
trim cim d bQnh nhdn trim cdm. Ch6t chuyAn h6a chlnh
cta fluoxetin lA norfluoxetin ctng c6 t6c dpng tuong [r
fluoxetin, do d6 hiQu qud lim tdng n6ng itQ serotonin r6t

m4nh. Tuy fluoxetin c6 t6c dpng lem tAng nhanh n6ng d6

serotonin tai khe synap serotoninergic cta tri bno thAn kinh
nhung hiQu qud cdi thiQn c6c tri6u chring ldm shng vC trAm

cdm tr6n b€nh nhdn l4i r6t ch4m, thuong phdi tt 3 - 5 tuin,
do v{y tru}ng hqp trim cim n{ng kh6ng th6 thuydn giim
ngay khi dtng thu6c ndy,

Kh6ng gi5ng c6c thu6c chi5ng trim cdm 3 vdng cf, ho{c
mQt vAi thu5c cht5ng trim cdm kh6c, vdi li6u di6u tr!,

fluoxetin chi c6 t6c dung ric ch6 chgn loc tr€n k€nh thu hdi

serotonin md it c6 t6c dgng tr6n c6c thr,r th6 kh6c nhu
kh6ng cholinergic, chgn o1-adrenergic ho{c kh6ng

histamin. Vi v{y, nguy cq t6c dgng phu do kh6ng

cholinergic (kh6 miQng, md mit, bi titiu, t6o b6n), chgn o1-

adrenergic (hp huy6t 6p th6 tlt?ng) ho{c khdng histamin

@u6n ngt) it g[p khi di6u tri bdng fluoxetin.

DIIqC DQNG HQC

Fluoxetin tlugc h6p thu t5t d ttulng ti€u h6a sau khi ut5ng

vd tl4t ndng tt6 t5i tla sau 6 - 8 gid. Sinh khi dung duong

uting khodng g5%,thttc 6n kh6ng dnh hucrng di5n qu6 trinh
h6p thu thui5c.

Fluoxetin ph6n b6 rQng khip cq th.i vi li€n k6t cao vdi
protein huytit tuong (x6p xi 95%). Th6 tich phdn bi5 udc

khodng 35 lit/kg.
Thu6c bi chuyiin h6a m4nh o gan boi enzym CYP2D6

thdnh norfluoxetin lir ch6t chuytin h6a cdn hopt tinh. Cd

fluoxetin vd norfluoxetin ddu thdi trt r6t chfm qua nu6c

ti€u. Thdi gian b6n thdi crla fluoxetin sau khi dtng li€u duy

nh6t khoang tir 2 - 3 ngiy vi norfluoxetin li 7 - 9 ngiy,

nhrmg sau khi dtng li6u nhic lai, t5c dO thei trtr gidm di,

thdi gian ban thai cria fluoxetin ting l€n khoing 4 - 5

ngiy. Khi dirng li6u duy nh6t fluoxetin o ngudi cao tu5i

ho{c ngudi suy gidrm chric ndng th{n, thdi gian b6n thdi

ro ntlo\e nAx stl hUNG rHU6c
Thu6c bdn theo don

FUXOFEN 20

kh6ng thay Atii Aang k€. Tuy vfy, vi thu6c c6 thdi gian b6n
thii tuong d6i dai vd bir5n AOi rurOng tuyiin tinh sau khi
dirng nhidu li€u, nghi€n cr?u liEu duy nh6t kh6ng ttrt rt6 lo4i
khd ndng dugc tlQng bi biiin tt6i d ngudi cao tu6i ho6c
ngudi gitm chric ndng thfn. Nguoi xo gan do rugu c6 thdi
gian brin thai dai hon, gdn g6p it6i d ngucri binh thudng.
Thdi gian b6n thdi cria thutic bi thay drii nnu vfly c6 th6 do
thuric rlc ch6 enzym chuyiin hoa trong gan. Co chii thay dOi
thdi gian ban thai cta thu6c khi dtng li6u nhic l4i ld do
fluoxetin ric chd enzym gan cytochrom P4so2D6. Didu niy
dec biQt quan trong vdi nhting ngudi b6nh c6 lugng enzym
gan r6t th6p, vi bii5u hi€n ndy c6 tinh di truyAn. Nhiing
nguli bQnh thi6u enzym CYP2D6 thuong c6 thdi gian b6n
thdi vi di6n tich dudi duong cong ting g6p 3 lin so vdi
ngudi binh thutmg.

CHi DINH DITU TRI
Fluoxetin dugc chi tlinh di6u tr! bQnh trim cdm, hQi chung
hoing sg, ch(mg 6n vd d6, r6i lo4n xung lgc cu0ng bric -
6m anh.

LItu LUqNG vA cAcH DtNG
Thu6c ndy chi ding theo sry kA don crta bdc si

Ctich dilng:
Dtng dulng uring.

Liiu luqng:
^.: . l
t)teu lrt lram cdm'.

LiAu khoi ttiu thuong dtng li 20 mglngity,uiSng I l6n vdo

bui5i sAng, MQt sti ngudi bQnh c6 th6 dtng li€u th6p hon

(nghia ld 20 mg c6ch 2 ho{c 3 ngdy/l lin). LiAu duy tri
dugc thay arii ttreo tlip tmg l6m sdng cta m5i ngudi.
Th6ng thuong sau mQt vdi tuAn mdi tlat tlugc higu qui
tli6u tri diy du, do vfy kh6ng n6n tdng li6u thulng xuy€n.

Diiu tri h6i ch*ng hodng sq:

Lidu khdi dAu l0 mg/ngiry, u5ng I lin vio buSi sang. Sau

I tuAn diAu tr! c6 thr! teng liAu l6n 20 mg/ngdy. Nt5u kh6ng

c6 d6u hi€u cdi thiQn trong mQt vdituAn diAu tr! c6 th6 Hng

li6u l6n d6n 60 mg/ngiy.
^.:Drcu trl chung an vo clo:

Li€u ding 60 mg/ngdy c6 th€ u5ng I ldn vio bu6i s6ng

ho{c chia lim nhi€u lAn trong ngdy.

Eiiu tri hQi ch*ng xung lqc ctdng brlrc dm dnh;

Li€u khdi dAu 20 mg/ngAy nhu tr€n. Phdi mdt vei tuin mdi

d4t d5p tng di€u tri dAy dt. Li6u tr€n 20 mg phdi chia lim
2 lin, s6ng vi chi6u, MQt s5 trudng hgp c6 th'5 cAn li6u tdi
80 mg/ngiy, nhung di€u quan trQng ld bao gio cfing cAn

vii tuAn (4 - 6 tudn) ttri dat tlugc kiit qud vC al€u trf vdi I

li€u <16 cho.
* Nguoi cao tu6i vi nguoi suy gan: cdn gidm li6u ban dAu

vd gidm t6c dQ t6ng li€u.
* Ngudi cao tu6i thudng Uit AAu l0 mg fluoxetin m5i ngdy

vir kh6ng dugc wgt quri 60 mg m5i ngiy.
* Ngudi suy giirm chric ndng thfln: c6 nguy cq tich lny
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fluoxetin vi ch6t chuytin h6a; do v6y, cin c6n nhic di6u
chinh li6u cho ngudi bQnh suy th{n.
* T16 em (< 18 tu6i):An toirn vd hiQu qui chua duoc x6c
dinh.

CH6NG CHi DINH
- Qu6 mEn vdi fluoxetin ho{c bdt k} thAnh phAn nio cria

thuric.

- Ngudi suy thAn nnng (dQ thanh thii creatinin < l0
mUphilt).

- Ngudi bQnh tlang dtrng cdc thuiic ric ctrii UeO (dtng hai
lo4i thu5c niy phdi c6ch nhau it nh6t S tuin;.

- Ngudi c6 ti6n su tlQng kinh.
- Phg nii cho con bri.

cAxu sAo vA rHAN rReNG KHr srJ DUNG
Tr6nh dtng thu6c ddng thdi v6i c6c ch6t ric chti MeO
(monoamin oxydase). Chl n6n Uit AAu dtng c6c thur5c ric
ctri5 UeO khi fluoxetin d6 ttugc thei tru hoin rodn (it nh6t
5 tuAn).

Can tnan trgng gidm li6u cho nguoi bQnh c6 bQnh gan ho{c
gidm chtc ntrng gan.

Can tn6n hgng khi su dpng cho trd em ho{c thiiiu ni6n
du6i 18 tu6i vi thu6c c6 li€n quan d6n hanh vi tU tu (c6 y

t.u tu ho{c c6 f muiin qu tu).

Thu5c c6 th6 gdy ch6ng m{t ho{c nhric dAu, kh6ng n6n

dtmg dfy dQt ngQt khi tlang o tu thi5 nim hoac ngdi.

Fluoxetin c6 the g6y hq iluong huy6t tr6n bQnh nhdn d6i

th6o <ludng.

Thfln trgng vdi ngudi b€nh c6 ti6n su bQnh tlQng kinh, do

fluoxetin c6 th€ h4 th6p ngu0ng gdy con tl6ng kinh.
Chdy m6u b6t thusng

C6c thu6c thuQc nh6m ric chr5 chgn lgc t6i h6p thu

serotonin (SSRI: serotonin-specific reuptake inhibitor) vi
ric ch6 t6i h6p thu serotonin noradrenalin (SNRI: serotonin

noradrenaline reuptake inhibitor), bao gdm fluoxetin, c6

th6 lem tdng nguy co chdy m6u bao g6m chdy m6u duong

ti6u h6a. Vi v{y, cin th{n trgng o bQnh nhdn dirng tt6ng

thdi fluoxetin vdi thuric chring tl6ng m6u vi/ho{c c6c

thutSc c6 anh huong tlin chric ndng ti€u ciu (NSAID: non-

steroidal anti-inflammatory drug, aspirin) vd o nhtng bQnh

nh6n d6 b! chdy m6u.

Ha natri m6u

H4 natri m6u nghi€m trgng (mQt s5 c6 natri huytlt thanh

th6p hon t 10 mmol/L) tl6 tlugc b6o cilo, phAn lcrn xdy ra o

bQnh nhAn l6n tu6i vi bQnh nhdn tlang dtng thu6c lqi ti€u

hay nhfrng ngudi suy kiQt thd tich m6u. Tinh tr4ng h4 natri

m6u h6i phpc khi ngrmg thu5c. Cin theo doi ch6t itiQn gi6i

cho bQnh nhdn cao tu6i trong nhtng tuAn diu tli€u tr!.

TUONGTAC THUOC
- Cdc chiit tic chd monoamin oxidase (MAO)

Khdng n€n dirng d6ng thdi fluoxetin vdi c6c ch6t ric ctr6

IvIAO nhu furazolidon, procarbazin vi selegilin, vi c6 th6

gdy lt l6n, kich tlQng, nhftng triQu chung d du&ng ti6u h6a,

s5t cao, co gift n4ng ho{c con tang huy6t 6p.

- Thuiic duqc chuydn hda bdi P$02D6 (CYP2D6)

Fluoxetin t?c chi! m4nh cdc enzym gan cytochrom P4so2D6.

Di6u hi d6ng thdi vdi c6c thu6c chuytin h6a nhd enzym

niy vd c6 chi s6 tti6u tri h9p (thi dU flecainid, encainid,
vinblastin, carbamazepin vt thu6c chi5ng trAm cdm 3 vdng)
tht phdi tit aAu hofc didu chinh c6c thu6c niy d ph4m vi
liAu th6p. Di6u niy c[ng 6p dpng n6u fluoxetin d6 dugc
dtng trong vdng 5 tuAn tru6c tl6.

Sri dpng fluoxetin vdi c6c thu6c kich thfch gidi ph6ng
serotonin c6 thti g6y ra hQi chung cudng serotonin nhu
klch tlQng, do gi6c, h6n m6, tlng thdn nhiQt, bu6n n6n,
n6n, ti€u chdy.

N6ng dQ c6c thu6c chiing trAm cdm 3 vdng, maprotilin
ho{c trazodon trong huyiit tuong c6 thti tang l€n g6p d6i
khi dtng d6ng thdi v6i fluoxetin. MQt s6 thAy thu6c
khuy€n n€n gidm khoang 50% li€u c6c thu6c niy khi dtng
d6ng th&i v6i fluoxetin.
- Dtng d6ng thli fluoxetin vdi diazepam c6 th6 k6o dei
thdi gian bAn thei cta diazepam d mQt s5 ngudi b€nh,
nhmg c6c d6p ung sinh lf vi tdm thAn vfn dQng c6 th6
kh6ng bi nnh huong.
- Di€u tri si5c diQn: Con co giit k6o dei khi didu tr! ddng

thdi vdi fluoxetin.
- Dtng ddng thdi vdi c6c thuiSc t6c dpng th6n kinh c6 th6

ldm tang nguy co t6c dpng php.

- C6c thu6c li€n k6t nhiAu vdi protein huyiit tuong nhu
thui5c chiing d6ng m6u (nhu warfarin), digitalis hoic
digitoxin, khi dtng d6ng thdi vdi fluoxetin c6 th€ b! dAy ra

kh6i vi trf li6n kiSt protein, ldm tdng n6ng dQ c6c thu6c tp
do trong huyiSt tuong vd ttrng t6c dqng php.

- N6ng tl6 phenytoin c6 the bi tiing l€n khi dtng d6ng thbi
v6i fluoxetin, ain AiSn ngQ tlQc, n€n cAn theo d6i ch{t ch€

n6ng dQ phenytoin trong huy6t tuong.
- Dtng fluoxetin ddng thdi v6i lithi c6 th€ ho4c lim tdng
holc giim n6ng dQ lithi trong m6u, vd di c6 truong hgp

ngQ dQc lithi xdy ra. Do d6, cin theo d6i n6ng dO lithi
trong m6u.

- Thuiic ch6ng toqn thAn

M6t s6 bing chung cho th6y tuong t6c dugc dQng hgc

vA/ho{c dugc tyc c6 th6 xdy ra gifta mQt si5 thudc ric ch6

chgn lgc thu h6i serotonin (SSRI) vdi mQt si5 thutic chting

lopn thAn, bao g6m khd ning teng cao n6ng dQ trong m6u

cria haloperidol vd clozapin. C6c nghiEn cfu ldm sing cta
pimozid vdi c6c thui5c chting trim cim kh6c dd chring

minh sg gia tdng tuong tec thu5c hay k6o dii khoing QT.
Tuy nghiCn cr?u v€ tucrng t6c cg thri gita fluoxetin voi
pimozid chua tlugc thyc hi$n nhtrng khd ndng xdy ra tucrng

t6c thu6c ho{c k6o dii ktrodng QT lnm h4n ch6 vi€c su

dung d6ng thdi pimozid vdi fluoxetin. Ch6ng chi dinh su

dpng ddng thbi fluoxetin vdi pimozid.

TRT.IoNG HqP c6 THAr vA cHo coN BU

Trudng hqp cd thai
Tinh an toirn cta fluoxetin AOi vOi ngudi mang thai chua

dugc x6c tlinh; phdi tr6nh ding thu6c niy trong thdi k!
mang thai, tru khi kh6ng c6 thui5c niro kh6c an toirn hon.

Trudng hqp cho con bi
Fluoxetin phdn bti viro sta mg, do vfly c6 th6 anh huong

tti5n tr6 b[ me. Kh6ng n6n dtng fluoxetin cho bir mg clang

cho con b[ ho{c kh6ng n6n cho con bti khi dang dtng
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thu5c.

TAc DqNG cu.q, rHu6c KHr LAr xE vA vAN
HANH MAY MoC

Thulic c6 th6 gay bu6n ngi, giim khi ndng suy x6t, phiin

ilo6n, suy nghi ho{c ktd nlng vfn tlQng, n6n phdi th{n
hgng khi l6i xe, v{n hdnh m6y hof,c nhlrng c6ng vi6c cAn

tinh t6o.

ThAng bdo cho Btic sl nhirng tdc dyng
kh1ng mong mudn gfip phdi khi sti dltng thudc

TAc DUNG xu6xc MoNG MUON (ADR)

rhi bit diu diAu tr!, tinh trqng bdn chdn, lo ling hoflc kh6

ngir c6 th6 bi teng l6n (10 - 20o/o s6 ca di6u tri). Phan tmg

bu6n n6n hic diu vd phy thuQc vio li6u cting c6 thii xiy ra
t,i t0%.

Thtdng gfip, ADR> 1/100

Todn thdn: MQt mdi, ch6ng m{t, ra md hOi.

Than kinh trung ucrng: LiQt duong, kh6ng c6 khi nlng
xu6t tinh, gi6m tinh dgc.

Ti6u h6a: Bu6n n6n, ti6u chdy, ch6n 6n.

Da: Ph6t ban da, ngrla.

ThAn kinh: Run.

T6m th6n: Tinh tr4ng bdn ch6n, mdt ngt, lo sg.

it gqp, l/1000 < ADR < t/t 00

Toin thdn: Nhric dAu.

Ti€u h6a: Ndn, riSi loqn ti6u h6a, kh6 mi€ng.

Da: Mdy day.

H6 h6p; Co thit phi5 qudn/phdn rlng gi6ng hen.

Ti6t niQu: Bi ti6u tiQn.

HiAm gfip, ADR < 1/t000
Todn th6n: Ng6t, bQnh huy6t thanh.

TuAn hodn: Lop nhip tim, m4ch nhanh, vi€m mqch.

ThAn kinh trung uong: Phdn ung ngo4i th6p, riii lo4n vQn

dQng, hQi chftng Parkinson, di cdm, <lQng kinh, hQi chung

serotonin.

NQi ti6t: Giim ho4c tdng n[ng tuy6n gi5p, tlng prolactin

huytit, chung to lu dan 6ng, chfmg ti6t nhieu sta.

Da: D6t sin, chimg mgn mt, ph6t ban da, lupus ban do.

Gan: Vi€m gan, ving da f mQt,

H6 h6p: Xo h6a phi5i, pht thanh qudn.

Chuy6n h6a: Gidm natrihuyiit.

Tinh trqng con hrmg cim vi hung cdm nhg xdy ra o mQt st5

nhd bQnh nh6n dugc di6u tri bing fluoxetin' Dd th6y phdn

img todn th6n, <l6i khi li€n quan tdi vi0m mqch o ngudi

benh bi n,5i ban da do fluoxetin. Nhtng triQu chimg ndy c6

the le th6ng b6o nghi€m trqng v€ c6c phdn img phu toin

thAn c6 th6 xdy ra q cd c6c co quan nhu gan, th{n vd ph6i'

Ea g4p mQt vdi trudng hqp h6i chring Stevens - Johnson

vi ban tt6 tla d4ng. Vdi c6c truong hqp ndy, c6n nhin nh{n

vd tli€u tr! nhu mQt loai bQnh qu mi6n. MQt sti it truong

hgp c6 thdi gian chdy m6u k6o dii vir chric ning gan b6t

thuong. MQt vdi ca c6 thii5u m6u b5t sdn, hoqi tu gan vd

gidm luqng tiiiu ciu, nhrmg chua x6c dinh dugc c6 phdi do

dtng fluoxetin kt6ng.
Hu&ns d6n c6ch xu tri ADR

Ngtmg dtng thu5c khi bi n6i ban da ho4c n6i miy tlay.

Nriu cAn thi.it, c6 tn€ aieu tri bang c6c kh6ng histamin

ho{c/vi steroid.

C6 the nhai k9o cao su ho{c kgo kh6ng duong, hoflc ch6t

thay thi5 nudc bgt tlC giam kh6 miQng; dt5n b6c sI kh6m n6u

kh6 miQng k6o ddi qu6 hai tuin.

euA LrEU vA xrrTRi
Fluoxetin c6 ph4m vi an toirn tuong di5i r6ng. Khi u6ng

qu6 li6u, triQu chfug chri yiiu ld bu6n n6n, n6n. Cfing th6y

triQu chfmg kich <lQng, hmg cdm nhg vir c6c d6u hiQu kich

thich th6n kinh trung usng.

Xu trf: Cht y6u ln didu tr! trieu chr?ng vd h5 trq. C6 th6

cho dirng than ho4t vi sorbitol. Duy tri h6 h6p, ho41^dQng

tim vd th6n nhiQt. N6u cin, dtng thu6c chi5ng co gifr',srhu

diazepam. C6c biQn ph6p thAm ph6n mdu, lgi niQu b6t bffc
ho{c thay m6u c6 lE kh6ng c6 hiQu qua do th6 tfch phan$6

lcrn vi thu5c li€n kt5t nhi6u vdi protein. 
,t'

DoNG c6t: HEp 3 vix 10 vi€n 'r

sAo euAN:
Noi kh6, nhiet d0 kh6ng qu6 30 

oC. Tr6nh 6nh s6ng

TItU CHUAN AP DVNG: Ti6u chuAn USP 39.

HAN DUNG: 36 th6ng kC ttr ngiy sdn xu6t.

.o

IUCI{ NIIILIT IRON VTN

DA xa im tay cila trd em.

Egc kj hrhng ddn s* rtrlng trrdc khi tling.
Ndu cdn thAm fi6ng tin, xin hdi ! kidn Bdc sf.

Sin xu6t t4i:
CONG TY CO PHAN DUOC PHAM SAVI

(aavryham J.S.C)

M
I
i

Tri.

o
1'
*,

Ld 2.01-02-03a, khu Cdng nghiQP

Thufn, phuong Tdn Thuin
Chi Minh.
Di€n thoai: (84.8) 37 7 001 42'
Fax: (84.8) 37700145

Tp. HO Chi Minh, th6ng '- nam 20 :

Gi6m D5c
6c (KH-CN).'
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