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TO HUONG DAN SU DUNG THUOC

Thudc bén theo don

FUXOFEN 10

THANH PHAN
- Fluoxetin hydroclorid
Twong duwong fluoxetin..................cooooevrcvrerrennnn... 10 mg
- T4 duge vira du
(Tinh bét bién tinh, cellulose vi tinh thé 102, crospovidon,
magnesi stearat, silic dioxyd keo, hypromellose 606,
polyethylen glycol 6000, talc, titan dioxyd, green lake)
DANG BAO CHE
Vién nén bao phim
DUQC LUC HQC
Dugc lj va co ché tic dung
Fluoxetin 13 mét thuéc chéng trdm cam hai vong ¢ tac
dung trc ché chon lgc téi hip thu serotonin tai trudc synap
cia c4c té bao thin kinh serotoninergic, lam ting ndng do
serotonin dén sau synap, tir d6 cai thién céc triéu chirng
trdm cam & bénh nhan trdm cam. Chét chuyén héa chinh
cua fluoxetin 13 norfluoxetin ciing c6 tac dung tuong tu
fluoxetin, do d6 hiéu qua lam ting ndng do serotonin rét
manh. Tuy fluoxetin c6 tdc dung 1am ting nhanh ndng d6
serotonin tai khe synap serotoninergic ctia té bao than kinh
nhung hiéu qua cai thién cAc triéu chimg 14m sang vé trim
cam trén bénh nhén lai rdt cham, thudong phai tir 3 - 5 tudn,
do vy truong hop trAm cam ning khéng thé thuyén giam
ngay khi diing thuéc nay.
Khong giéng cic thubc chéng trdm cam 3 vong cii hoic
mdt vai thubc chéng trdm cam khéc, véi lidu diéu tri,
fluoxetin chi c6 tic dung trc ché chon loc trén kénh thu hdi
serotonin ma it c6 tic dung trén cac thu thé khac nhu khang
cholinergic, chen o;-adrenergic hodc khéng histamin. Vi
vdy, nguy co tdc dung phu do khéng cholinergic (khd
miéng, mo& mét, bi tiéu, téo bén), chen a,;-adrenergic (ha
huyét 4p thé dimg) hoic khang histamin (budn ngu) it gip
khi diéu tri bing fluoxetin.
DUQC DONG HQC
Fluoxetin dugc hép thu t5t & dudng tiéu héa sau khi udng
va dat ndng d6 t6i da sau 6 — 8 gid. Sinh kha dung dudng
ubng khoang 95%, thirc &n khong anh huéng dén qua trinh
hép thu thubc.
Fluoxetin phin bd rong khip co thé va lién két cao véi
protein huyét twong (xip xi 95%). Thé tich phan bd udc
khoang 35 lit/kg.
Thudc bi chuyén héa manh & gan bdi enzym CYP2D6
thanh norfluoxetin 1a chdt chuyén héa con hoat tinh. Ca
fluoxetin va norfluoxetin déu thai trir rt chdm qua nuéc
tiéu. Thoi gian ban thai cua fluoxetin sau khi dung lidu duy
nhit khoang tir 2 — 3 ngdy va norfluoxetin 12 7 — 9 ngay,
nhung sau khi ding lidu nhic lai, tbc do thai trir giam di,
thoi gian bén thai cua fluoxetin tdng 1én khoang 4 — 5 ngay.
Khi ding lidu duy nhét fluoxetin & ngudi cao tudi hoic
ngudi suy giam chic ning thén, thoi gian ban thai khong
thay ddi dang ké. Tuy viy, vi thudc c6 thoi gian ban thai
twong dbi dai va bién ddi khong tuyén tinh sau khi ding
nhidu lidu, nghién ciru lidu duy nhét khong di dé loai kha
ndng dugc dong hoc bi bién ddi & ngudi cao tudi hodc

ngudi giam chirc nang thén. Ngudi xo gan do rugu c6 thoi
gian bén thai dai hon, gin gdp d6i & ngudi binh thudmg.
Thdi gian bén thai cua thubc bj thay ddi nhu vy c6 thé do
thubc irc ché enzym chuyén héa trong gan. Co ché thay ddi
thoi gian ban thai ctia thudc khi ding liéu nhic lai 13 do
fluoxetin trc ché enzym gan cytochrom P,5,2D6. Diéu nay
déc biét quan trong véi nhitng ngudi bénh c6 luong enzym
gan rit thdp, va biéu hién ndy c6 tinh di truyén. Nhitng
ngudi bénh thiéu enzym CYP2D6 thudng cé thdi gian ban
thai va dién tich dudi duong cong ting gip 3 1dn so véi
ngudi binh thuong.
CHI PINH PIEU TR]
Fluoxetin duogc chi dinh didu tri bénh trim cam, hoi ching
hoang sg, ching in v6 d9, réi loan xung luc cudng birc -
4m anh.
LIEU LUQGNG VA CACH DUNG

Thuéc nay chi ding theo sw ké don ciia bdc si
Cdch ding:
Dung dudng udng.
Liéu lwgng:
Diéu tri trém cam:
Liéu khoi dau thuong ding 1a 20 mg/ngay, uéng 1 14n vao
budi séng. Mot s6 ngudi bénh c6 thé ding liéu thdp hon
(nghfa 12 20 mg cach 2 hoic 3 ngay/1 Ian). Liéu duy tri
dugc thay ddi theo d4p tmg 1am sang ctia m&i ngudi. Théng
thudng sau mét vai tudn méi dat duoc hiéu qua diéu tri déy
du, do vy khong nén ting lidu thudng xuyén.
Diéu tri hgi chimg hoang so:
Liéu khéi dau 10 mg/ngay, ubng 1 14n vao budi sang. Sau 1
tudn diéu trj c6 thé tang liu 1én 20 mg/ngay. Néu khong c6
dAu hiéu cai thién trong mét vai tuin didu tri c6 thé tdng
lidu 1én dén 60 mg/ngay.
Diéu tri chirng dn vé dj:
Liéu dung 60 mg/ngay c6 thé ubng 1 14n vio budi séng
hozc chia 1am nhiéu 14n trong ngay.
Diéu tri hji chimg xung luc cwdng birc dm dnh:
Liéu khoi ddu 20 mg/ngay nhu trén. Phai mit vai tuin méi
dat dap (mg diéu tri ddy du. Liéu trén 20 mg phai chia lam
2 14n, sang va chiéu. Mot sb trudng hop c6 thé cin lidu t6i
80 mg/ngdy, nhung diéu quan trong 1 bao gid ciing can vai
tudn (4 — 6 tudn) dé dat dugc két qua vé didu trj véi 1 lidu
da cho.
* Ngudi cao tudi va ngudi suy gan: cin giam lidu ban diu
va giam téc do tang lidu.
* Ngudi cao tudi thudmg bit diu 10 mg fluoxetin mdi ngay
va khéng dugc vugt qua 60 mg mdi ngay.
* Ngudi suy giam chirc nang than: cé nguy co tich liy
fluoxetin va chét chuyén héa; do vdy, cdn cin nhic didu
chinh liéu cho ngudi bénh suy thén.
* Tré em (< 18 tudi): An toan va higu qua véi chua dugce
xac dinh.
CHONG CHIi PINH
- Qua mAn véi fluoxetin hozc bét ky thanh phan cua thudc.




- Ngudi suy thin ning (d6 thanh thai creatinin < 10
ml/phut).

- Ngudi bénh dang dung céc thudc irc ché MAO (ding hai
loai thubc nay phai cdch nhau it nhit 5 tudn).

- Ngudi ¢6 tién sir dong kinh.

- Phu nir cho con bu.

CANH BAO VA THAN TRONG KHI SU DUNG

Trénh ding thudc ddng thdi véi cac chit tc ché MAO
(monoamin oxydase). Chi nén bit ddu dung cac thuéc trc
ché MAO khi fluoxetin da dugc thai trir hoan toan (it nhat 5
tudn).

Cin than trong giam lidu cho ngudi bénh c6 bénh gan hoic
giam chirc ning gan.

Cén th4n trong khi sir dung cho tré em hoic thiéu nién dudi
18 tudi vi thubc c6 lién quan dén hanh vi tu tir (cé ¥ tu tir
hoic c6 y muén tu tir).

Thudc c6 thé gdy chéng mit hosic nhirc dau, khong nén
dimg dédy dot ngot khi dang & tur thé nim hoic ngdi.
Fluoxetin c¢6 thé gdy ha dudng huyét trén bénh nhan dai
thdo duong.

Thén trong v6i ngudi bénh c6 tién sir bénh dong kinh, do
fluoxetin c6 thé ha thip ngudng gay con dong kinh.

Chay méu bt thuémg

Céc thubc thudc nhém e ché chon loc tai hép thu serotonin
(SSRI: serotonin-specific reuptake inhibitor) va {rc ché tai
hidp thu serotonin noradrenalin (SNRI: serotonin
noradrenaline reuptake inhibitor), bao gdm fluoxetin, c6 thé
lam ting nguy co chiy méu bao gdm chay mau dudng tiéu
héa. Vi vy, can than trong & bénh nhéan dung d(“)ng thoi
fluoxetin véi thubc chéng d6ng mau va/hoic cac thube c6
anh huéng dén chirc nang tiéu cdu (NSAID, aspirin) va &
nhitng bénh nhan dé& bi chay mau.

Ha natri méu

Ha natri mau nghiém trong (mét s6 c6 natri huyét thanh
thip hon 110 mmol/L) da dugc bao cdo, phan 16n xiy ra &
bénh nhan 16n tudi va bénh nhén dang ding thudc lgi tiéu
hay nhimng ngudi suy kiét thé tich mau. Tinh trang ha natri
méu hdi phuc khi ngung thudc. CAn theo doi chit dién giai
cho bénh nhan cao tudi trong nhing tudn dau diéu tri.
TUONG TAC THUOC

- Cdc chdt trc ché monoamin oxidase (MAO)

Khong nén ding ddng thdi fluoxetin véi cc chét irc ché
MAO nhu furazolidon, procarbazin va selegilin, vi cé thé
gdy 1t 13n, kich dong, nhitng triéu chimg & dudng tiéu héa,
st cao, co giat ning hoic con ting huyét ap.

- Thudc duwgc chuyén héa béi P,5,2D6 (CYP2D6)

Fluoxetin wrc ché manh cic enzym gan cytochrom P4s502D6.
Diéu trj ddng thdi v6i cac thubc chuyén héa nhdy enzym ndy
va c6 chi sb didu tri hep (thi du flecainid, encainid,
vinblastin, carbamazepin va thubc chéng tram cam 3 vong)
thi phai bit diu hogc didu chinh céc thuéc ndy & pham vi
lidu thdp. Diéu ndy ciing 4p dung néu fluoxetin da dugc
ding trong vong 5 tuan trudc dé.

Sir dung fluoxetin véi cac thubc kich thich giai phéng
serotonin c6 thé gdy ra hdi chitng cudng serotonin nhu kich
dong, 4o giac, hon mé, tang than nhiét, budn ndn, ndn, tiéu
chay.

Néng d6 céc thuc chdng trdm cam 3 vong, maprotilin hodc
trazodon trong huyét tuong c6 thé ting lén glp doi khi

ding ddng thoi véi fluoxetin. Mot sé thdy thubc khuyén

nén giam khoang 50% liéu cic thudc nay khi ding ddng

thoi véi fluoxetin.

- Ding déng thdi fluoxetin véi diazepam c6 thé kéo dai

thoi gian bén thai cla diazepam & mot sé ngudi bénh,

nhung céc dép {mg sinh 1y va tdm thin vén dong c6 thé

khong bi anh hudng.

- Piéu tri séc dién: Con co giat kéo dai khi diéu tri ddng

thoi véi fluoxetin.

- Ding ddng thdi véi cac thudc tic dung thdn kinh c6 thé

lam ting nguy co tic dung phu.

- Céc thubc lién két nhiéu véi protein huyét twong nhu

thuéc chéng dong mau (nhu warfarin), digitalis hoic

digitoxin, khi diing ddng thdi véi fluoxetin c6 thé b day ra

khéi vi trf lién két protein, lam ting ndng d6 cac thudc tu

do trong huyét trong va tdng tac dung phu.

- Néng 40 phenytoin c6 thé bj ting lén khi ding déng thoi

véi fluoxetin, din dén ngd ddc, nén cin theo doi chit ché

ndng d¢ phenytoin trong huyét twong.

- Dng fluoxetin ddng thdi véi lithi ¢ thé hojic 1am ting

hogc giam néng o lithi trong m4u, va da c6 trudng hop

ngd ddc lithi xay ra. Do d6, cin theo dai n(“mg d6 lithi trong

méu.

- Thuée ché'ng loan thén

Mot s& bang chimg cho thdy tuong tic dugc dong hoc

va/hoic dugce luc ¢ thé xay ra gitta mét sé thudc e ché

chon loc thu héi serotonin (SSRI) véi mot sé thudc chéng

loan thin, bao gdm kha ning ting cao ndng do trong mau

cua haloperidol va clozapin. Cac nghién ciru 1am sang cua

pimozid véi céc thubc chéng trdm cam khac da ching minh

su gia ting twong tac thudc hay kéo dai khoang QT. Tuy

nghién ctru vé tuong téc cu thé giira fluoxetin véi pimozid

chua dugc thuc hién nhung kha ning xay ra tuong tic

thudc hodc kéo dai khoang QT lam han ché viéc sur dung

ddng thoi pimozid véi fluoxetin. Chéng chi dinh sir dung

ddng thoi fluoxetin véi pimozid.

TRUGNG HQP CO THAI VA CHO CON BU

Truong hop cé thai

Tinh an toan cua fluoxetin d8i v&i ngudi mang thai chua

duge x4c dinh; phai tranh ding thuc nay trong thdi ky

mang thai, trir khi khéng c6 thuéc nio khéc an toan hon.

Truong hop cho con bu

Fluoxetin phin b vio sira me, do vy c6 thé anh huong

dén tré bt me. Khong nén ding fluoxetin cho ba me dang

cho con bl ho#c khéng nén cho con bu khi dang dung

thude.

TAC PONG CUA THUOC KHI LAI XE VA VAN

HANH MAY MOC

Thudc c6 thé gdy budn ngu, giam kha ning suy xét, phan

doéan, suy nghi hodc kha ning vin dong, nén phai than

trong khi lai xe, van hanh may hodc nhiing cong viéc can

tinh tdo.

Théng bdo cho Bdc si nhitng tdc dung khéng mong muén
gdp phi khi sit dung thuic

TAC DUNG KHONG MONG MUON (ADR)

Khi bt dAu didu tri, tinh trang bdn chdn, lo léng hoac khé

ngi c6 thé bi tang 1én (10 - 20% sb ca diéu trj). Phan (g

budn nén lic diu va phu thudc vao liéu ciing c6 thé xay ra

toi 10%.
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Thuong gap, ADR > 1/100
Toan than: Mét méi, chéng mit, ra md héi.
Thén kinh trung wong: Liét dwong, khong c6 kha ning xuét
tinh, giam tinh duc.
Tiéu héa: Budn nén, tiéu chay, chén n.
Da: Phat ban da, ngira.
Thén kinh: Run.
T4m thin: Tinh trang bdn chdn, mit ngu, lo sg.

It gap, 1/1000 < ADR < 1/100
Toan than: Nhirc dau.
Tiéu héa: Non, réi loan tiéu héa, kho miéng.
Da: May day.
Ho6 hép: Co thét phé quan/phan img gidng hen.
Tiét niéu: Bi tiéu tién.

Hiém gdp, ADR < 1/1000
Toan than: Ngét, bénh huyét thanh.
Tuln hoan : Loan nhip tim, mach nhanh, viém mach.
Thén kinh trung wong: Phan img ngoai thp, rbi loan vin
dong, hdi chimg Parkinson, di cam, dong kinh, hdi ching
serotonin.
NOoi tiét: Giam hoic ting nang tuyén gidp, ting prolactin
huyét, chimg to vii ¢an 6ng, chimg tiét nhiéu sira.
Da: Dit san, chimg mun mu, phét ban da, lupus ban dé.
Gan: Viém gan, vang da r mét.
H6 hip: Xo héa phdi, phil thanh quan.
Chuyén héa: Giam natri huyét.
Tinh trang con hung cam va hung cam nhe xdy ra & mét sb
nho bénh nhan duoc diéu tri bing fluoxetin. Da thdy phan
ung toan than, doi khi lién quan téi viém mach & ngudi
bénh bj ndi ban da do fluoxetin. Nhimg triéu chimg nay c6
thé 1a thong bdo nghiém trong vé& cac phan (g phy toan
than c6 thé xdy ra & ca cic co quan nhu gan, than va phéi.
Da gdp mot vai trudng hop hdi chimng Stevens - Johnson va
ban d6 da dang. V6i cic trudng hop ndy, can nhin nhén va
diéu tri nhu mot loai bénh ty mi&n. Mot s6 it trudng hop c6
thdi gian chay méu kéo dai va chirc ning gan bit thudng.
Mot vai ca c6 thiéu mau bét san, hoai tir gan va giam lugng
tidu cdu, nhung chua xic dinh dugc cé phai do ding
fluoxetin khong.

* Dién thoai: (84. 3)37700141-}43 S4a

Huéng dén c4ch xir tri ADR
Ngimg dung thudc khi bj ndi ban da hoic ndi may day. Néu
cn thiét, c6 thé didu trj bing céc khéng histamin hoic/va
steroid.
C6 thé nhai keo cao su hoic keo khong dudng, hoic chét
thay thé nuéc bot dé giam kho miéng; dén béc sT khdm néu
kh6 miéng kéo dai qu4 hai tudn.
QUA LIEU VA XU TRi
Fluoxetin c6 pham vi an toan tuong d6i rong. Khi uéng qua
liéu, triéu chimg chu yéu 12 budn nén, ndn. Ciing thdy triéu
chimg kich d6ng, hung cam nhe va cac d4u hiéu kich thich
than kinh trung wong.
Xir tri: Chu yéu 1a diéu tri triéu chimg va h tro. C6 thé cho
dung than hoat v sorbitol. Duy tri hé hip, hoat dong tim va
than nhiét. Néu cin, ding thuc chéng co gist nhu
diazepam. Céc bién phap thAm phan mau, lgi niéu bit bujc
ho#c thay méu c6 18 khéng c6 hiéu qua do thé tich phan bé
16n va thudc lién két nhidu véi protein.
PONG GOI: Hop 3 vi x 10 vién
BAO QUAN:
Noi khd, nhiét 4§ khong qua 30 °C. Tranh anh séng
TIEU CHUAN AP DUNG: USP 39.
HAN DUNG: 36 thang ké tir ngay san xuét.
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