Doc kj hwong dan sir dung truge khi diing.
Néu cdn thém thong tin xin hdi y kién thdy thuoc.
Chi dung thudc nay theo sw ké don cua thdy thuoc.

NILKEY

(Vién nén bao phim Fluoxetin 20 mg)

THANH PHAN
MBoi vién nén bao phim chira:
Fluoxetin ................ 20 mg

(dudi dang Fluoxetin HCI) ‘
Ta dugc: Povidon, mannitol, cellulose vi tinh the, tinh bot ngo, croscarmellose natri, magnesi
stearat, hydroxypropylmethylcellulose E15, talc, titan dioxyd, polyethylen glycol 6000.

Pic tinh dwoc lyc hoc:

Fluoxetin 1a mdt thudce chéng trAm cam hai vong c¢6 tdc dung tc ché chon loc thu hdi serotonin
tai trudc synap cua cdc té bao than kinh serotoninergic, lam ting ndng do serotonin dén sau
synap, tir d6 cai thién céc triéu ching trdm cam & bénh nhan trdm cam. Chéat chuyén héa chinh
cua fluoxetin 1a norfluoxetin ciing c6 tac dung twong ty nhu fluoxetin, do d6 hiéu qua lam ting
nong do serotonin rat manh. Tuy fluoxetin ¢6 tic dung lam tang nhanh ndng do serotonin tai khe
synap serotoninergic cua té bao than kinh nhung hiéu qua cai thién cdc triéu chung 1am sang vé
tram cam trén bénh nhan lai rat chdm, thuong phai tr 3 - 5 tudn, do vay truong hop tram cam
nang khong thé thuyén giam ngay khi dung thubc nay.

Khong giong nhu cac thudc chong tram cam 3 vong ct hodc mot vai thudc chong tram cam khic,
vé6i liéu diéu tri fluoxetin chi c6 tac dung tc ché chon loc trén kénh thu hdi serotonin ma it ¢6 tdc
dung trén cdc thu thé khac nhu khang cholinergic, chen aj-adrenergic hoic khang histamin. Vi
vay, nguy co tic dung phu do khang cholinergic (khé miéng, md mat, bi tiéu, tao bon), chen ou-
adrenergic (ha huyét ap tu thé dimg) hodc khang histamin (budn ngt) it gap khi sir dung diéu tri
bang fluoxetin.

Pac tinh dwgc dong hoc:

Fluoxetin dugc hip thu tot & duong tiéu héa sau khi udng va dat nong do tdi da sau 6 - 8 gid.
Sinh kha dung duong udng khoang 95%, thiic in khong anh hudng dén qué trinh hap thu cua
thudc. Fluoxetin phin bd rong khap co thé va lién két cao véi protein huyét tuong (xap xi 95%).
V4 khoang 35 lit/ kg. Thudc bi chuyén héa manh & gan boi enzym CYP2D6 thanh norfluoxetin
1a chat chuyén héa con hoat tinh. Ca fluoxetin va norfluoxetin déu thai trir rat chAm qua nudc
tiéu. Nira doi cta fluoxetin, sau khi diing liéu duy nhét, khoang tir 2 - 3 ngay va norfluoxetin 12 7
- 9 ngay, nhung sau khi dung lidu nhéc lai, tc d6 thai trir giam di, nira doi cua fluoxetin ting 1én
khodng 4 - 5 ngay. Khong thay nira doi thay doi ddng ké & nguoi cao tudi hodc nguoi bénh giam
chirc ndng than khi ding fluoxetin liéu duy nhét. Tuy vy, vi thudc c6 nira doi twong dbi dai va
bién doi khéng tuyén tinh sau khi diing dai ‘ngay, nghién ctu liéu duy nhat khong du dé loai kha
nang duoc dong bi bién d01 0 ngudi cao tudi hodc nguoi giam chirc nang than. Ngudi xo gan do
ruou c6 nua doi dai hon, gan gap doi 6 nguoi binh thuong.

Ntra doi thai trir ctia thude bi thay d6i nhu vay c6 thé do thude tic ché enzym chuyén héa trong
gan. Co ché thay ddi nira doi thai trir cta thudc khi dung liéu nhic lai 12 do fluoxetin @c ché
enzym gan cytochrom Pyso 2D6. Piéu nay dic biét quan trong v6i nhitng ngudi bénh c6 luong
enzym gan rat thap, va biéu hién nay c6 tinh di truyén. Nhitng ngudi bénh thiéu enzym CYP 2D6
thuong ¢6 nira doi thai trir va dién tich duéi dudng cong ting gap 3 1an so v&i ngudi binh
thuong.

CHI PINH:
- Bénh tram cam.
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- Hoi chiing hoang so.
- Chung an vo do.
- ROi loan xung luc cudng blrc - 4m anh.

LIEU DUNG - CACH DUNG:

Fluoxetin thuong duoc dung theo duong ubng.

Diéu tri tram cam: Lidu bat dau thuong ding 1a 20 mg/ ngay, udng 1 1an vao budi sang. Mot s6
nguoi bénh c6 thé dung lidu thap hon (nghia 1a 5 mg/ ngay hoac 20 mg cich 2 hodc 3 ngay/ 1
lan) Liéu duy tri dugc thay doi theo dap mg 1am sang cua moi nguol. Thong thuong sau mot vai
tudn méi dat dugc hidu qua diéu tri day du, do vy khong nén tang lidu thudng xuyén.

Piéu tri héi ching hoang so: Liéu bt dau la 10 mg/ ngay, uong 1 lan vao budi sing. Sau 1 tuan
didu tri c6 thé tang liéu 1én 20 mg/ ngay. Néu khong c6 dau hiéu cai thién trong mot vai tuan
diéu tri c6 thé tang liéu fluoxetin 1&n 60 mg/ ngay.

Piéu tri chimg dn vé dé: Lidu dung ngay 60 mg/ ngay c6 thé udng 1 1an vao budi siang hoic chia
lam nhiéu lan trong ngay.

Dléu tri hoi chieng xung lirc cudng birc dm anh: Liéu bt dau 20 mg/ ngay nhu trén. Phai mat vai
tuan moi dat duge dap ung dleu tri day du. Liéu trén 20 mg phai chia 1am 2 lan, sing va chiéu.
Mot 5O truong hop c6 thé can liéu cao t6i 80 ‘mg/ ngay, nhung didu quan trong 13 bao gid ciing
can vai tuan (4 - 6 tuan) dé dat duoc ket qua vé diéu tri v6i 1 lidu da cho.

V6i ngudi cao tudi va ngudi suy gan, can giam lidu ban dau va giam tdc do ting licu.

C6 nguy co tich lily fluoxetin va chét chuyén héa & nguoi bénh giam chirc ning than. Do vay,
can cin nhic diéu chinh lidu cho nguoi bénh suy than.

An toan va hiéu qua véi tré em (< 18 tudi) chua duogc xac dinh.

Nguoi cao tudi thudng bat ddu 10 mg mdi ngay va khong duge vuot qua 60 mg mdi ngay.

CHONG CHI PINH:

- Man cam véi fluoxetin hodc bat ky thanh phan nao cta thude.

- Nguoi suy than nang (d¢ thanh thai creatinin < 10 ml/ phut).

- Nguoi bénh dang ding cac thude trc ché MAO (dung hai loai thudc nay phai cach nhau it nhat
5 tuan).

- Nguoi c6 tién st dong kinh.

- Phu nir cho con bu.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:

- Tranh dung thudc dong thoi voi cac chat e ché monoamin oxydase (MAO). Chi nén bat dau
ding cac thudc trc ché MAO khi fluoxetin da duoc thai trir hoan toan (it nhat 5 tuan). Can than
trong giam liéu cho ngudi bénh c6 bénh gan hodc giam chirc ning gan.

- Fluoxetin can than trong khi sir dung cho tré em hodc thiéu nién duéi 18 tudi vi thude co lién
quan dén hanh vi tu tir (c6 ¥ tu tir hodc ¢6 ¥ mudn tur tir).

- Thubc c6 thé gdy budn ngi, giam kha ning suy xét, phan doan, suy nghi hodc kha niang van
ddng, nén phai than trong khi 1ai xe, van hanh may hoic nhitng cong viéc can tinh tao.

- Thubc c6 thé giy chong mit hodc nhirc dau, nén khong dung day dot ngot khi dang & tu thé
nam hoic ngdi.

- Fluoxetin c6 thé gdy ha duong huyét trén bénh nhéan dai thao duong

- Thén trong voi nguoi bénh ¢6 tién sir bénh dong kinh, do fluoxetin ¢4 thé ha thdp ngudng giy
con dong kinh.

Dé xa tim tay tré em.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:

Phu nir cé thai:

Tinh an toan cua fluoxetin dbi véi ngudi mang thai chwa dugc xac dinh; phai tranh dung thudc
nay trong thoi ky mang thai, trir khi khong c6 thude nao khac an toan hon.
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Phu nir cho con bu:
Fluoxetin va norfluoxetin phan bd vao sita me, do vay c6 thé anh hudng dén tré bu me. Khong
nén dung fluoxetin cho ba me dang cho con bl hodc khong nén cho con bu khi dang dung thudc.

TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
Thudc c6 thé gdy budn ngu, giam kha nang suy xét, phan doan, suy nghi hodc kha nang van
dong, nén phai than trong khi 1ai xe, van hanh may hoac nhiing cong viéc can tinh tio.

TAC DUNG KHONG MONG MUON:

Khi bat dau diéu tri, tinh trang bon chdn, lo lang hodc khé ngi ¢6 thé bi tang 1én (10 - 20% 5O
truong hop diéu tri). Phan tmg budn non liic dau va phu thudc vao lidu cling c6 thé xay ra téi
10%.

Thuong gap, ADR > 1/100

M¢ét moi, chong mat, ra md hoi, li¢t duong, khong c6 kha nang xuét tinh, giam tinh duc, budn
ndn, ia chdy, chan an, phat ban da, nglra, run, tinh trang bon Chén, mét ngu, lo sg.

It gdp, 1/1000 < ADR < 1/100

Nhue dau, non, rdi loan tiéu héa, khd miéng, may day, co thit phé quan/phan Gmg dang hen, bi
tiu tién.

Hiém gdp, ADR < 1/1000

Ngét, bénh huyét thanh, loan nhip tim, mach nhanh, viém mach, phan tng ngoai thép, rdi loan
van dong, hoi chimg Parkinson, di cam, dong kinh, hdi chimg serotonin, giam hodc tang nang
tuyén giap, ting prolactin huyét, chimg to vt dan 6ng, ching tiét nhiéu sita, ddt san, ching mun
mu, phat ban, lupus ban do, viém gan, vang da & mat, xo hoa phoi, phit thanh quan, giam natri
huyeét.

Théng bdo cho thdy thudc cdc tac dung khéng mong mudn gdp phdi khi sir dung thudc.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:

Khong nén dung dong thoi fluoxetin voi cdc chét (rc ché monoamin oxidase nhu furazolidon,
procarbazin va selegilin, vi c¢6 thé gy 1d 1an, kich dong, nhiing triéu chimg & dudng tiéu héa, s6t
cao, co gidt ning hoic con ting huyét 4p.

Fluoxetin trc ché manh cdc enzym gan cytochrom Piso 2D6. Diéu tri dong thoi véi céc thude
chuyén héa nho enzym nay va c6 chi sd diéu tri hep (thi du flecainid, encainid, vinblastin,
carbamazepin va thudc chéng tram cam 3 vong) thi phai bat dau hodc diéu chinh céc thude nay &
pham vi liéu thap. Diéu nay ciing 4p dung néu fluoxetin di duoc ding trong vong 5 tuan trudc
do.

Str dung fluoxetin véi cdc thude kich thich giai phéng serotonin c6 thé gdy ra hoi ching cudng
serotonin nhu kich dong, do giadc, hon mé, tang than nhiét, budn ndn, ndn, ia chay.

Nong do cic thube chdéng tram cam 3 vong, maprotilin hodc trazodon trong huyét twong c6 thé
tang 1én gip d6i khi dung dong thoi véi fluoxetin. Mot s thay thude khuyén nén giam khoang
50% liéu céc thude nay khi dung dong thoi véi fluoxetin.

Dung d6ng thoi fluoxetin v6i diazepam c6 thé kéo dai nira doi cua diazepam & mot s6 nguoi
bénh, nhung cac dap tng sinh Iy va tam than van dong co thé khong bi anh hudng.

Diéu trj sé¢ dién: Con co giat kéo dai khi diéu tri dong thoi véi fluoxetin.

Dung dong thoi véi céc thude tic dung than kinh c¢6 thé lam ting nguy co tac dung phu.

Cic thudc lién két nhiéu véi protein huyét tuong nhu thudc chdng dong mau, digitalis hoac
digitoxin, dung ddng thoi véi fluoxetin c6 thé bi ddy ra khoi vi tri lién két protein, 1am ting ndng
d6 cdc thude tu do trong huyet tuong va tang tac dung phu.

Nong d6 phenytoin c6 thé bj ting 1én khi dung dong thoi voi fluoxetin, dan dén ngd doc, nén can
theo doi chat ché nong do phenytoin trong huyét tuong.

Dung fluoxetin dong thoi véi lithi c6 thé hodc 1am ting hodc giam ndng d6 lithi trong mau, va da
c6 truong hop ngd doc lithi xay ra. Do do, can theo doi néng do lithi trong mau.
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QUA LIEU - XU TRI:

Fluoxetin ¢6 pham vi an toan twong d6i rong. Khi uéng qua lidu, triéu ching chii yéu 1a budn
non, non. Cing théy triéu ching kich dong, hung cdm nhe va cic dAu hiéu kich thich than kinh
trung uong.

Xir tri: Chu yéu 1a diéu tri triéu chimg va hd tro. C6 thé cho ding than hoat va sorbitol. Duy tri
ho6 hap, hoat dong tim va than nhiét. Néu can, ding thudc chng co giat nhu diazepam. Cac bién
phap tham tich mau, 1oi niéu bat budc hodc thay mau c6 1& khong ¢ hiéu qua do thé tich phan bd
16n va thudc lién két nhiéu véi protein.

PONG GOI: Hop 10 vi x 10 vién.

BAO QUAN Noi kho rdo, tranh anh sang, nhiét do khong qua 30°C.
TIEU CHUAN CHAT LUOQNG: Tiéu chuan nha san xuat.

HAN DUNG: 36 thang ké tir ngly san xuat.

Séan xuét tai:

CONG TY CO PHAN DUQC PHAM DPAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Céng nghiép My Phudc 1, Phuong Théi Hoa, Thi xa Bén Cét, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
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