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THANH PHAN
- Fluoxetin hydroclorid

T*ongtluong fluoxetin........ ............. l0 mg
- T6 dugc vua t1ti......,.... .................... I vi6n

Qinh bQt biiin t{nh, cellulose vi tinh thd 102, crospovidon,
magnesi stearat, silic dioryd lceo, hypromellose 606,
polyethylen glycol 6000, talc, titan dioryd, green lalce)

DANG rAO Cnf
Vi€n n6n bao phim

DITqC LI/C HQC
Duqc l! vd co chd tdc d7tng

Fluoxetin li m6t thuSc chSng trAm cim hai vdng c6 t6c
dpng rlc ch6 chgn lgc t6i h6p thu serotonin t4i trudc synap

cta c6c ti5 Uao tnan kinh serotoninergic, Inm tlng n6ng rtQ

serotonin d6n sau synap, tir tl6 cdi thiQn c6c triQu chimg
trAm cim o bQnh nhdn trim cdm. Ch6t chuyrin h6a chfnh
cria fluoxetin lir norfluoxetin cflng c6 t6c dung tuong t.u

fluoxetin, do iI6 hiQu qui lim tdng n6ng tlQ serotonin r6t
m4nh. Tuy fluoxetin c6 t6c dpng ldm t[ng nhanh n6ng tlQ

serotonin t4i khe synap serotoninergic cta tii bdo thAn kinh
nhung hiQu qud cii thiQn c6c tri6u chimg l6m sdng vd trim
cdm tr6n b€nh nhdn lfi r6t ch4m, thulng phni tir 3 - 5 tuan,

do vfy trudng hqp trAm cnm n{ng khdng thii thuy€n giim
ngay khi ding thu5c ndy.

Kh6ng git5ng c6c thuiSc ch6ng trAm cim 3 vdng cfi ho{c
mQt vii thuiic chiing trim cdm kh6c, vdi lidu didu tri,
fluoxetin chi c6 tric dgng ric ch6 chgn lgc tr€n k6nh thu h6i

serotonin md it c6 t6c dpng tr€n c6c thy thii kh6c nhu kh6ng

cholinergic, chen o1-adrenergic ho{c khSng histamin. Vi
vfy, nguy co t6c dgng phg do kh6ng cholinergic (kh6

miQng, md mit, bi tiriu, t6o b6n), chgn oy-adrenergic (h4

huyi5t ap thi5 dung) ho{c kh6ng histamin (bu6n ngri) it g{p

khi di6u tri blng fluoxetin.

DUqC DQNG HQC
Fluoxetin ttuqc h6p thu t5t d du&ng ti€u h6a sau khi ui5ng

vi tt4t n6ng dO t6i da sau 6 - 8 gid. Sinh khi dlrng tlu&ng

ui5ng khodng 95%o,thttc 6n kh6ng inh huong tl6n qu6 trinh

h6p thu thu6c.

Fluoxetin phan bii rQng khip co thi! vi li6n kl5t cao vdi
protein huyiSt tuong (x6p xi 95y,). Thd. tich ph6n b5 ufc
khoing 35 litlkg.
Thu6c bi chuyiin h6a mph d gan boi en4rm CYP2D6

thAnh norfluoxetin ld chdt chuytin h6a cdn ho4t tfnh. Cd

fluoxetin vd norfluoxetin ddu thdi tru r6t ch6m qua nu&c

ti6u. Thdi gian b6n thii cria fluoxetin sau khi dtng liAu duy

*r6t fnoang tt 2 - 3 ngly vi norfluoxetin ld 7 - 9 ngdy,

nhrmg sau khi dirng li6u nhic lai, t5c dO thai trir gidm di,

thdi gian b6n thei cta fluoxetin tlng l€n khodng 4 - 5 ngiy.

Khi dtng li6u duy nhdt fluoxetin d ngudi cao tutii ho6c

nguli suy giim chric ndng th{n, thdi gian bin thii kt6ng

thay tl6i dang ke. Tuy vfy, vi thu6c c6 thdi gian b6n thii
tuqng d6i dii vi bi6n aOi nrOng tuy6n tinh sau khi dtng

nhi6u li€u, nghi€n ctu li€u duy nh6t kh6ng dt tt€ lo4i khn

ndng dugc dQng hgc b! bi6n ttdi o nguli cao turiii ho4c

rd ntliltrre oAN srJnVNG rHU6c
Thuiic bdn theo ilon

FUXOFEN 10

ngudi gidm chtc n6ng thfn. NguUi xs g€u1 do rugu c6 thdi
gian b6n thai dei hon, gAn g6p d6i d nguli binh thulng.
Thdi gian b6n thei cria thu5c bi thay AOi ntru v6y c6 thi6 do
thuric tc chti enzym chuy6n h6a trong gan. Co ctrii ttray aOi
thdi gian b6n thai cria thuric kti dtng lidu nhic l4i li do
fluoxetin tc chiS enzym gan cytochrom p4so}D6. Di6u niy
tl{c biQt quan hgng voi nhttng ngudi bQnh c6 lugng enzyn
gan r6t th6p, vd bi€u hiQn niy c6 tinh di truyAn- Nhiing
ngudi bdnh thi6u enzym CYP2D6 rhulng c6 thdi gian b6n
thdi vi di€n tich dudi tludmg cong ting g6p 3 ldn so v6i
ngudi binh thudmg.

CHi DINH DIEU TRI
Fluoxetin dugc chi tlinh tti6u tri bQnh trim cdm, h6i chung
hodng so., chr?ng in v6 tlQ, r5i lo4n xung lpc cu0ng bric -
6m anh.

LItu rr/gNc vA cAcH Dr)NG
Thu6c ndy chi dilng theo sp k€ tton cia bdc st

Cdch ding:
Dirng tlu&ng u5ng.

Liiu luqng:
Diiu tri trdm cdm:

Lidu khdi ddu thu0mg dtng li 20 mglngly, u6ng I lin vio
bui5i s6ng. MQt s5 ngudi bQnh c6 th6 dtng lidu thdp hon
(nghia ld 20 mg cich 2 hoic 3 ngdy/l lAn). LiAu duy tri
dugc thay dOi theo tl6p ung l6m sing cta m5i ngudi. Th6ng
thudng sau mQt vdi tudn mdi <lqt ttugc hi€u qun di€u fii ttAy

dri, do v$y kh6ng n6n t[ng liAu thu]ng xuy€n.

Diiu tri hQi chirng hodng sq:
Li€u khoi tliu l0 mglngiy, u6ng I lAn vdo bu6i sring. Sau I
tuan diAu trl c6 th6 tdng li6u l€n 20 mg/ngiy. Niiu kh6ng c6

d6u hi$u cii thiQn trong mQt vii tuin tli6u tri c6 thri tang

li6u I€n di5n 60 mglngiy.
^.:Dreu lrl chrng an vo clQ:

LiAu dtng 60 mg/ngny c6 th€ u6ng I lin vio buiii s6ng

ho{c chia lnm nhi6u l6n trong ngAy.

Didu tri hQi ch*ng xung lqc cudng b*c dm dnh:

Li6u khoi tlAu 20 mg/ngiy nhu tr6n. Phdi m6t vii tu6n mdi
tlqt d6p ung di6u tri tliy tli. Lidu tr6n 20 mg phdi chia ldm

2 I6n, s6ng vd chi€u. MQt s5 truUng hqp c6 th6 cin li6u tdi
80 mg/ngly, nhung tli6u quan trgng li bao giU ciing cAn vii
tuAn (4 - 6 tuAn) tti! dpt ttugc k6t qud ve aiAu tri v6i I li6u

tl6 cho.
* Ngudi cao tui5i vi ngubi suy gan: cdn gidm li€u ban dAu

vi gidm ttSc tlQ tlng liAu.
* Ngudi cao tutii thudng tit aiu l0 mg fluoxetin m6i ngiy
vA kh6ng tluo. c vugt qu6 60 mg m5i ngiy.
* Ngu&i suy giim chrlc ntrng thfn: c6 nguy cq tich liiy
fluoxetin vi ch6t chuy6n h6a; do vfy, cAn cdn nhic tliAu

chtnh li6u cho nguM bQnh suy thfn.
* TrE em (< 18 tuOD: An todn vd hiQu qud v6i chua iluo.c

x6c tlinh.

CHONG CHi DINH
- Qu6 m6n voi fluoxetin hoic b6t kj thinh phdn cta thuiSc.
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- Nguli suy thfn n{ng (ilQ thanh thdi creatinin < t0
mVphft).
- Ngudi b6nh ttang dtng c6c thuric ric ctr6 VIAO (dirng hai
lo4i thur5c nly phii c6ch nhau it nh6t 5 tuan).
- Ngudi c6 tidn su tlQng kinh.
- Php nil cho con bt.
cAxn nAo vA rH,lN TRqNG KHr srlDUNG
Tr6nh dtng thu6c d6ng thdi v6i c6c ch6t ric ch6 UeO
(monoamin oxydase). Chi n6n Uit Oiu dtng cdc thu6c tc
cn6 UeO khi fluoxetin d6 rlugc thai tni hodn toAn (it nh6t 5
tuAn).

CAn *rAn trgng giim liAu cho nguoi bQnh c6 bQnh gan ho[c
gidm chric nlng gan.

Cin tnAn trgng khi st dpng cho tre em ho{c thi6u ni€n dudi
18 tudi vi thuSc c6 li6n quan tltin hdnh vi t.u tu (c5 I tU tu
ho$c c6 f mu6n tg tu).
Thu5c c6 thi5 g6y ch6ng m{t ho{c nhfc ttiu, kh6ng n6n

<tung dfy tlQt ngQt khi tlang d tu th6 nim ho4c ngdi.
Fluoxetin c6 thi! g6y h4 rlu&ng huy6t tr6n bQnh nh6n tl6i
th6o dutmg.

Thin trgng vdi nguoi bQnh c6 ti€n sri b€nh ttQng kinh, do

fluoxetin cO thi6 tra tfrdp ngu0ng g6y con tlQng kinh.
Chiy m6u b6t thudng

C6c thur5c thuQc nh6m tc ch6 chgn lgc t6i h6p thu serotonin
(SSRI: serotonin-specific reuptake inhibitor) vi tc ch6 t6i
h6p thu serotonin noradrenalin (SNRI: serotonin

noradrenaline reuptake inhibitor), bao g6m fluoxetin, c6 th6

lem tAng nguy co chdy m6u bao gdm chdy m6u rtudng ti6u

h6a. Vi v$y, cdn thfn trgng d bQnh nhdn dtng d6ng thdi
fluoxetin v0i thul5c chrSng el6ng m6u vVho{c c6c thu6c c6

anh huong tliin chtc nAng tiiiu ciu (NSAID, aspirin) vi d
nhilng bQnh nhdn dE bl chiy m6u.

Ha natri m6u

H4 natri m6u nghi€m trgng (mQt s6 c6 nahi huyiSt thanh

thip hon 110 mmol/L) tl6 ttugc b6o c6o, phan ton xiy ra d
b€nh nhdn l6n tu6i vn b$nh nhdn dang dtng thut5c lqi tieu

hay nhiing nguli suy kiet th.i tfch m6u. Ttnh tr4ng h4 natri

mfu h6i phgc khi ngrmg thudc. Cdn theo d6i ch6t diQn gi6i

cho bQnh nhdn cao tu6i trong nhiing tu6n tliu diAu tri.
Tr/oNG rAc ruu6c
- Cdc chiit tbc chd monoamin oxidase (MAO)

Kh6ng n€n dtng d6ng thUi fluoxetin v6i c6c ch6t tc ch6

MAO nhu furazolidon, procarbazin vi selegilin, vt c6 thii
giy lt l6n, klch dQng, nhitng triQu chung d tludmg ti€u h6a,

s5t cao, co gi{t nflng ho{c ccm tilng huy6t 6p.

- Thuiic duqc chuydn h6a boi P$02D6 (CYP2D6)

Fluoxetin r?c chi5 m4nh c6c enrym gan cytochrom P4so2D6.

Di6u tri d6ng th&i v6i c6c thu6c chuy6n h6a nhd enzym ndy

vi c6 chi s6 aiAu fi hep (thi dp /lecainid, encainid,

vinblastin, carbamazepin vi thuiSc chiing trrim cdm j vdng)

thl phdi UEt aiu ho{c didu chinh c6c thu5c ndy d ph4m vi

li6u thdp. DiAu niy ciing 6p dgng niSu fluoxetin d6 du-o. c

dirng trong vdng 5 tuAn tru6c d6.

Sri dpng fluoxetin vsi c6c thuiSc kich thich gidi ph6ng

serotonin c6 th6 gdy ra hQi chftng cudng serotonin nhu kich

tlQng, 6o gi6c, h6n m€, ting thdn nhiQt, budn n6n, n6n, ti€u

chiy.
N6ng tl6 c6c thu5c ch5ng trim cdrn 3 vdng, maprotilin ho{c

trazodon trong huy6t tuong c6 th€ tang l6n gdp d6i khi

dtng tl6ng thdi v6i fluoxetin. MQt s5 thiy thui5c khuy€n
n€n gidm khoing 50% li6u c6c thu5c niy khi dtng d6ng
thdi v6i fluoxetin.
- Dirng ddng thdi fluoxetin v6i diazepam c6 th6 k6o dai
thdi gian b6n thei cria diazepam d mQt sr5 ngudi bQnh,
nhrmg c6c tldp rimg sinh lf vi tdm th6n v6n rlQng c6 thd
kh6ng bi inh huong.
- Di6u tri siic ttiQn: Con co gift k6o dni khi tlidu tri tt6ng
thdi vdi fluoxetin.
- Dtng ddng th&i vdi c6c thu6c tdc dpng thdn kinh c6 th6
lim tlng nguy co t6c dgng phg.
- C6c thu6c li€n kiit nhidu vdi protein huytit tuong nhu
thutic ch6ng tl6ng m6u (nhu warfarin), digitalis ho{c
digitoxin, kAi ding ddng thdi vdi fluoxetin c6 th6 bi dAy ra
khdi v! trf li6n k6t protein, lim ttrng ndng dQ c6c thu6c tg
do trong huyiit tuong vi ttrng t6c dpng phu.
- N6ng dd phenyoin c6 thd b! tdng l€n khi dirng ddng thli
vdi fluoxetin, ain tt6n ngQ tlQc, n6n cin theo d6i ch6t ch€
n6ng tlQ phenytoin trong huy6t tuong.
- Dtng fluoxetin <tdng thdi v6i tithi c6 thi5 ho6c ldm t6ng
ho{c giim n6ng dQ lithi trong m6u, vi tt6 c6 trudng hqp
ngQ tlQc lithi xiy ra. Do d6, can theo d6i ndng dQ lithi trong
m6u.

- Thuiic chiing loqn thdn

MQt s5 beng chung cho thSy tuong t6c duo. c tlQng hgc
vdlho{c dugc lgc c6 th6 xiy ra gitia mQt si5 thuiSc ric ch6

chgn lgc thu hdi serotonin (SSRI) vdi mQt si5 thui5c ch5ng

logn th6n, bao gdm khi nlng tdng cao n6ng tlQ trong m6u

cia haloperidol vd clozapin. C6c nghiCn ctu l6m sirng cria
pimozidvbi c6c thu6c ch5ng trim cdm kh6c dd chrlng minh
sy gia tlng tuong t6c thul5c hay k6o dii khoang QT. Tuy
nghi€n ctu vd tuong tfc cy th€ gita fluoxetin vdi pimozid

chua du-o. c thyc hiQn nhmg khd ning xdy ra tuong t6c

thuric hoic k6o dii khoang QT ldm han chiS viQc sti dgng
tt6ng thdi pimozid vdi fluoxetin. Ch5ng chi ttinh su dpng

d6ng thdi fluoxetin v6i pimozid.
TRT.IONG HqP C6 THAr VA CHO CON BU
Trudng hqp cd thai
Tinh an toin cta fluoxetin Aiii vOi ngudi mang thai chua

ttugc x6c tlinh; phdi h6nh dirng thutic ndy trong thli k!
mang thai, trir khi kh6ng c6 thui5c nio kh6c an toin hsn.

Trudng hqp cho con bi
Fluoxetin phan b6 vio sta mg, do v{y c6 th€ enh huong

di5n tr6 bri m9. I(h6ng n€n dirng fluoxetin cho bi mg tlang

cho con bri hoic kh6ng n6n cho con bti khi tlang dtng
thu6c.

TAc DQNG cu.c. rHu6c KHr LAr xE vA vAN
HANH wrAv wr6c
Thui5c c6 thti gay bu6n ngt, gidm khn ning suy x6t, ph6n

do6n, suy nghT ho{c khi nlng v{n tlQng, n€n phii thfln

trgng khi l6i xe, vfln hinh m6y ho{c nhirng c6ng viQc cAn

tinh t6o.

Thilng bdo cho Btic sI nhtng tdc dyng khing mong mudn
grtp phdi khi st| dqng thudc

rAc DUNG xndxc MoNG MU6N (ADR)
Khi bit tliu tlidu tri, tinh trang bdn chdn, lo l6ng hopc kh6

ngri c6 thi5 b! t6ng l6n (10 - 20% sd ca di€u tri). Phin ring

butin n6n lfc iliu vi phg thuQc vio liAu ctng c6 th6 xiry ra

tot l0%.
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Ttuong g(p, ADR> I/100
Toin th6n: Mgt m6i, ch6ng m{t, ra md h6i.
Then kinh trung usng: LiQt duong, khdng c6 kh6 ndng xu6t
tinh, giim tlnh dgc.

Ti6u h6a: Budn n6n, ti€u chiy, chrin in.
Da: Ph6t ban d4 ngta.
thdn kinh: Run.

Tdm thAn: Tlnh tr3ng b6n chdn, m6t ngt, lo sg.

h gfu, l/1000 <ADR< I/100
Toan th6n: Nhtc ttiu.
Ti€u h6a: Ndn, r6i lo4n ti€u h6a, kh6 miQng.

Da: Mdy tlay.

H6 h6p: Co thit phi5 qudn/phan r?ng giiing hen.
^.r,. -,..1 -.^
I let nl9u: I,r ueu lrgn.

Hi6m gfu, ADR < t/1000
Toin th6n: Ngdt, bQnh huydt thanh.

tuan hoen : Lo4n nhip tim, m4ch nhanh, vi€m mpch.

ThAn kinh trung uong: Phdn ung ngo4i th6p, r6i loan vfln

dQng, hQi chfng Parkinson, di cdm, dQng kinh, hQi chimg

serotonin.

NQi ti6t: Gidm ho4c titng ning tuy6n gi6p, tilng prolactin

huy6t, chfmg to vu dan 6ng, ch(mg ti6t nhi€u su'a.

Da: Drit sAn, chr?ng mgn mt, ph6t ban da, lupus ban tl6.

Gan: Vi6m gan, ving da t mft.
H6 h6p: Xo h6a phOi, ptrt thanh quan.

Chuy6n h6a: Gidm natri huy6t.

Tlnh tr4ng con hrmg cim vl hrmg cim nhg xdy ra d mQt sii

nh6 bQnh nhdn tlugc di6u tr! bdng fluoxetin. De th6y phan

img toan than, d6i khi li€n quan tdi vi€m m4ch d ngu&i

bQnh bi ni5i ban da do fluoxetin. Nhiing triQu chimg ndy c6

*rii la tnOng b6o nghiCm trgng vA c6c phan ung phg todn

thdn c6 thii xny ra b cic6c co quan nhu gan, th{n vn ph6i.

De gip mOt vii trubng hqrp hQi chimg Stevens - Johnson vit

ban d6 da dqng. Vdi c6c tru&ng hgrp niy, cdn nhln nhfln vn

tti6u tri nhu mQt loAi bQnh ty mi5n. MQt s5 it tru&ng hqrp c6

th&i gian chdy m6u k6o dii vd chttc ning gan b6t ttruUng.

MQt vdi ca c6 thiiiu m6u b6t siur, hopi tu gan vd giAm lugng

tiiSu ciu, nhmg chua xic tlinh duo. c c6 phdi do dirng

fluoxetin kh6ng.

Hudng d5n c6ch xri trf ADR
Ngung dtng thu5c khi bi n6i ban da hogc n6i miy ttay. Ni5u

cAn thii5t, c6 the eli6u tr! bing c6c kh6ng histamin ho{c/vd
steroid.

C6 th6 nhai kgo cao su ho{c kgo kh6ng tludmg, ho{c ch6t
thay thti nu6c bgt tlti giam kh6 mi€ng; d6n b6c si kh6m n6u

kh6 miQng k6q dli qu6 hai tuin.
euA LltU vA xU rni
Fluoxetin c6 ph4m vi an tod.n tuong d5i rQng. Khi u6ng qu6

liAu, triQu chrmg cht y6u li budn n6n, n6n. CEng th6y triQu

chimg kich tlQng, hmg cdm nhg vA c6c ddu hi6u kich thich
thAn kinh trung uong.

Xrl h{: Chri y6u ld di6u tri hi6u chimg v} trd trq. CO thii cho

dtrng than ho4t vi sorbitol. Duy trl hd h6p, ho4t tlQng tim vi
than nhiet. NiSu cln, dirng thu5c ch5ng co gift nhu
diazepam. C6c biQn ph6p thAm phdn m6u, lgi niQu Uit tu6c
ho{c thay mdu c6 16 kh6ng c6 hi€u qud do thiS tich phdn b6

l6n vi thu6c li6n k6t nhidu vdi protein.

D6NG c6r: u6p 3 vi x lo vi€n
nAo euAx:
Noi kh6, nhiet d0 kh6ng qu6 30 "C. Tr6nh Anh s6ng

TIf,u CHUAN T(r opxc: usP 39.

IIAN DIING: 36 th6ng kri tir ngiy sin xu6t.

Gffi&i#
rR^cH NH|EM TRoN vEN cr

Dd xa im tay crta fii em

D7c kj huhng ddn s,fr dytng trttdtc khi ding.
Ndu cdn th4m thing tin, xin hdi !, kidn Bdc s7.

Sin xudt t4i:
cONc TY CO PHAN DUOC PHAM SAVI
(sevtPhem J.S.C)

LO Z.0l-02-03a, khu C6ng khu Chi5 xu6t Tan

Thufn, phuong Tdn Thu6n qugn 7, thanh ph5 H6

Chi Minh.
Di€n thoai: (84.8) 377001

Fax: (84.8) 37700145
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