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TO HUONG DAN SU DUNG THUOC

Thuéc bdn theo don

FUXOFEN 20

Rx
THANH PHAN
- Fluoxetin hydroclorid
Tuong dwong fluoxetin...................coooooveevrreennnn.. 20 mg
= TA duQC VA QU ..o 1 vién

(Tinh bét bién tinh, cellulose vi tinh thé 1 02, crospovidon,
magnesi stearat, silic dioxyd keo, hypromellose 606,
polyethylen glycol 6000, talc, titan dioxyd, green lake)
DANG BAO CHE

Vién nén bao phim

DUQC LYC HQC

Duege I va co ché tdc dung

Fluoxetin 1a mdt thuéc chéng trdm cam hai vong c6 tic
dung trc ché chon loc téi hép thu serotonin tai true synap
ciia céc té bao than kinh serotoninergic, 1am ting ndng d¢
serotonin dén sau synap, tir d6 céi thién cac tri¢u chimg
trdm cim & bénh nhén trAm cam. Chét chuyén héa chinh
cua fluoxetin 1a norfluoxetin cling c6 tac dung tuong tu
fluoxetin, do d6 hi¢u qua lam tang ndng d serotonin rét
manh. Tuy fluoxetin c¢é tac dung 1am ting nhanh nc“mg do
serotonin tai khe synap serotoninergic cua té bao than kinh
nhung hiéu qua cai thién céc trigu chimg 1am sang vé trdm
cam trén bénh nhén lai rét chdm, thuong phai tir 3 - 5 tudn,
do vy trudng hop trdm cam ning khong thé thuyén giam
ngay khi dung thudc nay.

Khéng gibng cac thudc chéng trdm cam 3 vong cii hodc
mot vai thudc chdng trdm cam khéc, vé6i lidu diéu tri,
fluoxetin chi cé tac dung trc ché chon loc trén kénh thu hdi
serotonin ma it ¢6 tic dung trén cic thu thé khac nhu
khang cholinergic, chen «;-adrenergic hodc khéng
histamin. Vi vdy, nguy co tic dung phu do khéang
cholinergic (khé miéng, m& mét, bi tiéu, tao bén), chen ;-
adrenergic (ha huyét 4p thé ding) hoic khang histamin
(budn ngu) it gap khi diéu tri bing fluoxetin.

DUQC PONG HQC

Fluoxetin dugc hdp thu tét & dudng tidu héa sau khi udng
va dat ndng d6 t6i da sau 6 — 8 gid. Sinh kha dung dudng
udng khoang 95%, thirc &n khong anh huéng dén qua trinh
hip thu thudc.

Fluoxetin phan bd réng khip co thé va lién két cao véi
protein huyét twong (xp xi 95%). Thé tich phan bé uéc
khoang 35 lit’kg.

Thudc bi chuyén héa manh & gan bdi enzym CYP2D6
thanh norfluoxetin 1a chit chuyén héa con hoat tinh. Ca
fluoxetin va norfluoxetin déu thai trir rét cham qua nuéc
tiéu. Thoi gian ban thai cua fluoxetin sau khi ding lidu duy
nhét khoang tir 2 — 3 ngay va norfluoxetin 13 7 — 9 ngay,
nhung sau khi dung liu nhic lai, téc do thai trir giam di,
thoi gian ban thai cua fluoxetin ting lén khoang 4 — 5
ngay. Khi dung liéu duy nhét fluoxetin & ngudi cao tudi
ho#c ngudi suy giam chirc ning than, thdi gian ban thai

khong thay ddi déng ké. Tuy vy, vi thudc c6 thai gian bén
thai twong déi dai va bién ddi khong tuyén tinh sau khi
dung nhiéu lidu, nghién ctru liéu duy nhit khong du dé loai
kha nang dugc dong bj bién déi & ngudi cao tudi hodc
ngudi giam chirc nang than. Ngudi xo gan do rugu c6 thoi
gian ban thai dai hon, gin gdp d6i & ngudi binh thudng.
Thoi gian bén thai cua thudc bj thay déi nhu vy c6 thé do
thudc trc ché enzym chuyén héa trong gan. Co ché thay ddi
thoi gian ban thai cia thudc khi ding lidu nhéc lai 1a do
fluoxetin trc ché enzym gan cytochrom P,5,2D6. Diéu nay
ddc biét quan trong véi nhirng ngudi bénh cé lugng enzym
gan rit thp, va biéu hién ndy c6 tinh di truyén. Nhing
ngudi bénh thiéu enzym CYP2D6 thudng c6 thoi gian ban
thai va dién tich duéi dudmg cong ting gip 3 lan so véi
ngudi binh thudng.

CHI PINH PIEU TRI

Fluoxetin dugc chi dinh diéu trj bénh trdim cam, hoi chirmg
hoang sg, chimg an v6 d¢, rdi loan xung luc cudng birc -
4m anh.

LIEU LUQNG VA CACH DUNG

Thudc nay chi ding theo sw ké don ciia bic si
Cdch ding:
Dung dudng ubng.
Liéu lwgng:
Diéu tri trém cam:
Liéu khoi ddu thuong ding 1a 20 mg/ngay, udng 1 l4n vao
budi sang. Mot s6 ngudi bénh c6 thé dung lidu thip hon
(nghia 1 20 mg cach 2 hodc 3 ngay/1 lan). Lidu duy tri
dugc thay ddi theo dap (mg lam sang cia mdi nguoi.
Théng thudng sau mét vai tudn méi dat duge hidu qua
diéu trj dy du, do vay khong nén ting lidu thudng xuyén.
Diéu tri hji chirng hoang sg:
Liéu khéi dau 10 mg/ngay, ubng 1 13n vao budi sang. Sau
1 tudn diéu trj c6 thé tang lidu 1én 20 mg/ngay. Néu khong
¢6 d4u hiéu cai thién trong mét vai tudn diéu trj c6 thé tang
liéu 1én dén 60 mg/ngay.
Diéu tri chitng an voé do:
Liéu ding 60 mg/ngdy c6 thé udng 1 ldn vio budi sing
hozc chia 1am nhiéu lan trong ngay.
Diéu tri hoi ching xung luc cudng birc am anh:
Lidu khoi ddu 20 mg/ngay nhur trén. Phai mét vai tudn méi
dat dép (g diéu trj ddy du. Liéu trén 20 mg phai chia lam
2 14n, sang va chiéu. Mot s6 trudong hop c6 thé can liéu toi
80 mg/ngay, nhung diéu quan trong la bao gi& ciing can
vai tuln (4 — 6 tudn) dé dat duoc két qua vé diéu trj véi 1
lidu da cho.
* Ngudi cao tudi va ngudi suy gan: can giam liéu ban dau
va giam téc do ting lidu.
* Ngudi cao tudi thuomg bit d¢du 10 mg fluoxetin mdi ngay
va khong dugc vugt qua 60 mg mdi ngay.
* Ngudi suy giam chic nang than: c¢é nguy co tich ldy
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fluoxetin va chét chuyén héa; do vay, can cén nhic diéu

chinh liéu cho ngudi bénh suy thdn.

* Tré em (< 18 tudi): An toan va hiéu qua chua dugc xic

dinh.

CHONG CHi PINH

- Qué min véi fluoxetin hoic bét ky thanh phan nio cua
thudc.

- Ngudi suy thdn ning (d6 thanh thai creatinin < 10

ml/pht).

Ngudi bénh dang diing céc thudc trc ché MAO (dung hai

loai thudc nay phai cach nhau it nhat 5 tudn).

Ngudi c6 tién sir dong kinh.

Phu nir cho con bu.

CANH BAO VA THAN TRONG KHI SU DUNG

Trénh dung thuéc ddng thdi véi céc chit i ché MAO

(monoamin oxydase). Chi nén bit ddu dung cac thudc trc

ché MAO khi fluoxetin da duoc thai trir hoan toan (it nhit

5 tudn).

Cén than trong giam lidu cho ngudi bénh c6 bénh gan hoic

giam chirc ning gan.

Can than trong khi sir dung cho tré em hoic thiéu nién

duéi 18 tudi vi thudc c6 lién quan dén hanh vi tw tir (cd y

tu tir hodc ¢6 ¥ mudn tu tir).

Thudc c6 thé gay chéng mat hoic nhirc ddu, khong nén

dimg day dot ngdt khi dang & tu thé nim hoac ngdi.

Fluoxetin ¢6 thé gdy ha dudong huyét trén bénh nhan dai

théo dudng.

Thén trong véi ngudi bénh c6 tién sir bénh dong kinh, do

fluoxetin c6 thé ha thdp ngudng giy con ddng kinh.

Chay m4u bét thuong

Cac thudc thuc nhém wrc ché chon loc tii hip thu

serotonin (SSRI: serotonin-specific reuptake inhibitor) va

trc ché tai hdp thu serotonin noradrenalin (SNRI: serotonin

noradrenaline reuptake inhibitor), bao gdm fluoxetin, c6

thé 1am ting nguy co chay méau bao gdm chay méu dudng

tiéu héa. Vi vdy, can than trong & bénh nhin ding ddng

thoi fluoxetin véi thuc chdng déng mau va/hoic cac

thudc c6 anh hudng dén chirc nang tiéu ciu (NSAID: non-

steroidal anti-inflammatory drug, aspirin) va ¢ nhimg bénh

nhén dé bj chay mau.

Ha natri méu

Ha natri mau nghiém trong (mot s6 c6 natri huyét thanh

thdp hon 110 mmol/L) da dugc béo céo, phin 16n xay ra &

bénh nhan 16n tudi va bénh nhan dang ding thudc lgi tiéu

hay nhirg ngudi suy kiét thé tich mau. Tinh trang ha natri

mau hdi phuc khi ngung thudc. Can theo ddi chét dién giai

cho bénh nhén cao tudi trong nhirng tudn dau diéu tri.

TUONG TAC THUOC

- Cdc chdt irc ché monoamin oxidase (MAO)

Khong nén ding ddng thdi fluoxetin véi céc chat tc ché

MAO nhu furazolidon, procarbazin va selegilin, vi ¢ thé

gdy 10 13n, kich dong, nhimg triéu chimg & dudng tiéu hda,

sdt cao, co gidt nang hodc con ting huyét ap.

- Thuée dwoc chuyén héa boi Psp2D6 (CYP2D6)

Fluoxetin {rc ché manh c4c enzym gan cytochrom P,5,2D6.

Diéu tri ddng thdi véi cac thudc chuyén héa nhd enzym
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ndy va c6 chi sé diéu trj hep (thi du flecainid, encainid,
vinblastin, carbamazepin va thudc chéng trim cam 3 vong)
thi phai bét ddu hogc diéu chinh cac thuéc nay & pham vi
lidu thdp. Piéu ndy ciing 4p dung néu fluoxetin da dugc
dung trong vong 5 tudn trude do.

Str dung fluoxetin véi céc thudc kich thich gidi phéng
serotonin c6 thé gay ra hoi chimng cudng serotonin nhu
kich dong, 4o gidc, hén mé, ting thin nhiét, budn non,
ndn, tiéu chay.

Néng o céc thudc chéng trdm cam 3 vong, maprotilin
hogc trazodon trong huyét twong c6 thé ting 1én gip doi
khi ding ddng thdi véi fluoxetin. Mot sé thdy thuéc
khuyén nén giam khoang 50% liéu céc thudc nay khi ding
ddng thdi véi fluoxetin.

- Ding ddng thdi fluoxetin vé6i diazepam c6 thé kéo dai
thdi gian bén thai cia diazepam ¢ mét sb ngudi bénh,
nhung céc dap Gng sinh 1y va tim than van dong c6 thé
khéng bi anh hudng.

- Diéu trj séc dién: Con co giat kéo dai khi diéu tri ddng
thoi véi fluoxetin.

- Diing ddng thdi véi cac thube tac dung thin kinh c6 thé
lam tang nguy co tac dung phu.

- Céc thubc lién két nhiéu véi protein huyét twong nhur
thudc chéng déng mau (nhu warfarin), digitalis hodc
digitoxin, khi dung ddng thoi véi fluoxetin c6 thé b ddy ra
khéi vi tri lién két protein, 1am tang ndng do céc thudc tur
do trong huyét twong va tang tac dung phu.

- Nong d6 phenytoin c6 thé bi ting 1én khi ding ddng thdi
véi fluoxetin, din dén ngd doc, nén cin theo ddi chit ché
ndng do phenytoin trong huyét tuong.

- Dung fluoxetin ddng thdi véi lithi ¢6 thé hodc 1am ting
hogc giam ndng d¢ lithi trong méau, va da c6 trudng hop
ngd doc lithi xay ra. Do do, can theo doi néng do lithi
trong mau.

- Thuée chtfng loan than

Mot s§ bing chimg cho thdy twong tac dugc dong hoc
va/hoic dugc luc c6 thé xay ra gitra mot sé thudc e ché
chon loc thu hdi serotonin (SSRI) véi mét s6 thude chdng
loan than, bao gdm kha ning tang cao ndng d¢ trong méu
cua haloperidol va clozapin. Céac nghién ciru lam sang cua
pimozid véi cac thudc chéng trim cam khac da ching
minh sy gia ting twong tac thudc hay kéo dai khoang QT.
Tuy nghién ctru vé tuong tac cu thé gitra fluoxetin véi
pimozid chua dugc thuc hién nhung kha nang xay ra tuong
tac thudc hodc kéo dai khoang QT lam han ché viéc sir
dung ddng thoi pimozid véi fluoxetin. Chdng chi dinh sir
dung ddng thdi fluoxetin véi pimozid.

TRUONG HQP CO THAI VA CHO CON BU

Truong hop cé thai

Tinh an toan cua fluoxetin d8i v6i ngudi mang thai chua
dugc xac dinh; phai tranh dung thudc nay trong thoi ky
mang thai, trir khi khdng c6 thuéc nao khac an toan hon.
Truong hop cho con bu

Fluoxetin phin b vao sira me, do vy c6 thé anh hudng
dén tré ba me. Khong nén dung fluoxetin cho ba me dang
cho con bu hodc khdng nén cho con bu khi dang ding
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thudc.

TAC PONG CUA THUOC KHI LAI XE VA VAN
HANH MAY MOC
Thudc c6 thé gay budn ngu, giam kha nang suy xét, phan
doén, suy nghi hodc kha ning van dong, nén phai than
trong khi lai xe, van hanh may hodc nhimng cong viéc can
tinh téo.
Thong bdo cho Bdc st nhitng tic dung
khéng mong mudn gdp phdi khi st dung thudc

TAC DUNG KHONG MONG MUON (ADR)
Khi bét ddu diéu tri, tinh trang bdn chdn, lo ling hoc khé
ngi c6 thé bj tang 1én (10 - 20% s6 ca diéu tri). Phan img
budn nén lic dau va phu thude vao lidu ciing c6 thé xay ra
t6i 10%.

Thuong gap, ADR > 1/100
Toan than: Mét moi, chéng mit, ra md héi.
Thén kinh trung wong: Liét duong, khéng c6 kha ning
xuit tinh, gidm tinh dyc.
Tiéu héa: Budn nén, tiéu chay, chan n.
Da: Phét ban da, ngira.
Thén kinh: Run.
T4m thin: Tinh trang bdn chdn, mét ngu, lo sg.

[t gap, 1/1000 < ADR < 1/100
Toan than: Nhirc dau.
Tiéu héa: Nén, rdi loan tiéu héa, kho miéng.
Da: May day.
Hb hip: Co thit phé quan/phan img gidng hen.
Tiét nigu: Bi tiéu tién.

Hiém gdp, ADR < 1/1000
Toan than: Ngt, bénh huyét thanh.
Tuin hoan: Loan nhip tim, mach nhanh, viém mach.
Thin kinh trung wong: Phan {mg ngoai thp, réi loan van
dong, hdi ching Parkinson, di cam, dong kinh, hdi ching
serotonin.
Nbi tiét: Giam hogc tang nang tuyén gidp, ting prolactin
huyét, chimg to vii dan 6ng, chimg tiét nhiéu sra.
Da: Dat sin, chimg mun mu, phét ban da, lupus ban do.
Gan: Viém gan, vang da r mét.
H6 hip: Xo héa phdi, pht thanh quan.
Chuyén héa: Giam natri huyét.
Tinh trang con hung cam va hung cam nhe xay ra & mjt sb
nho bénh nhén dugc didu trj bing fluoxetin. Da thdy phan
{mg toan théan, ddi khi lién quan t6i viém mach & ngudi
bénh bi ni ban da do fluoxetin. Nhirng tri¢u chimg ndy cé
thé 1a thong béo nghiém trong vé céc phan img phu toan
than c6 thé xdy ra & ca céc co quan nhu gan, than va phéi.

ba gdp mét vai trudmg hop hdi chimg Stevens - Johnson
va ban d6 da dang. Véi cac truomg hop nay, cin nhin nhan
va diéu tri nhu mot loai bénh ty mi&n. Mot sb it truong
hop c6 thodi gian chay mau kéo dai va chirc ning gan bét
thuong. Mot vai ca c6 thiéu mau bat san, hoai tir gan va
giam luong tiéu cdu, nhung chua x4c dinh dugc c6 phai do
dung fluoxetin khong.

Huéng dén cach xir tri ADR
Ngimg ding thuc khi bi ndi ban da hoic ndi may day.
Néu cén thiét, c6 thé diéu tri bing cac khang histamin
hodc/va steroid.
C6 thé nhai keo cao su hoic keo khong dudmg, hodc chit
thay thé nuéc bot d& giam khd miéng; dén bac st kham néu
khé miéng kéo dai qué hai tudn.
QUA LIEU VA XU TRi
Fluoxetin ¢6 pham vi an toan twong ddi rong. Khi udng
qua liéu, triéu chimg chu yéu la budn nén, nén. Ciing thiy
triéu ching kich dong, hung cam nhe va céc d4u hiéu kich
thich than kinh trung wong.
Xir tri: Chu yéu 1a diéu tri triéu ching va hd trg. C6 thé
cho dung than hoat va sorbitol. Duy tri ho hip, hoat dong
tim va than nhiét. Néu cin, ding thudc chdng co ga'q‘l\ﬁ{lhu
diazepam. Céc bién phap thdm phén mau, l¢i ni¢u bt b&oc
hogc thay méu c6 1& khong c6 hiéu qua do thé tich phan gao
16n va thudc lién két nhiéu véi protein. |
PONG GOI: Hop 3 vi x 10 vién N ;f
BAO QUAN: ’
Noi kho, nhiét d§ khong qua 30 °C. Tranh anh sang
TIEU CHUAN AP DUNG: Tiéu chuin USP 39.
HAN DUNG: 36 thang ké tir ngay san xut.

TRACH NHILM TRON VEN

Dé xa tam tay ciia tré em.
Poc kj hwéng din siv dung trude khi ditng.

Néu cén thém thong tin, xin hoi y kién Bdc si.
Sén xuit tai:
CONG TY CO PHAN DUGC PHAM SAVI
(Salnpnzrm J.S.C)
L6 Z.01-02-03a, khu Cong nghiép trong khu Ché xuét Tan
Thugn, phutng Tén Thudn Dong, quan 7, thanh phé H
Chi Minh.
Dién thoai: (84.8) 37700142-1 }-144
Fax: (84.8) 37700145

Tp. Hd Chi Minh, ngay thang (- nam 20 ' -
+Long Gidm Poc
( Poc (KH-CN)
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