Maquette quing cdo san phdm Fluotin 20
§ Hinh thdc: Tai liéu théng tin cho cdn bg y t€

Trang 2

THANH PHAN

M@i vién nang cting chifa:
e e e o e siirsssands 20,0 mg
(Tuong duong Fluoxetin HCI 22,4 mg)
TAdUgC VI ... 1 vién
mo TA
Vién nang ciing s6 3, than va ndp mau tring duc, bén trong chita bt
thudc mau tring.
DUGC LUC HOC

Fluoxetin 2 mot thudc irc ch& chon loc tai thu nhdn serotonin (SSRI).
Téc dyng chdng trdm cam, chdng rdi loan xung lifc cuBng bifc - 4&m anh
va chng chiing 4n vd do clia fluoxetin lién quan dé&n dc ché thu nhan
serotonin & h@ thdn kinh trung uong.
D6i khdng cde-thy thé muscarin, histamin, va o,-adrenergic dugc cho
réng c6 lién quan v6i tdc dung khang cholinergic, an thdn va tim mach
khac nhau ciia cac thuGc ch@ng trdm cam ba vong c6 dién.

Dugc pONG HOC
Fluoxetin dugc hdp thu t6t & duting tiéu hba véi nbng do dinh trong huyét
tuong xudt hién khoéng 6-8 gits sau khi uBng. Sinh kha dung duding ubng
khong bj anh hung bdi thitc n. Fluoxetin dugc chuyén hoa rong rai qua
sy khit methyl & gan thanh ché&t chuyén héa c6 hoat tinh chinh
norfluoxetin. Thudc bai tiét chi y&u qua nuc tidu. Thubc gin két véi
protein khodng 95%. Fluoxetin dugc ph4n b6 r6ng rdi khdp co thé.
Fluoxetin c6 thdi gian ban thai khd dai khodng 1-3 ngay sau khi diing
lifu cdp tinh va 4-6 ngay ddi voi liéu l4u dai; chdt chuyén héa
norfluoxetin c6 thai gian ban thai dai hon khodng 4-16 ngay. Néng do
dn dinh huy#t tuong s& dat dugc sau vai tudn. Ngoai ra, fluoxetin va céc
chét chuyén hoa c6 thé t6n tai trong mot thai gian déng k& sau khi diu
trj va diéu nay da dén d&n sy than trong lién quan dén viéc sif dung tiép
theo cac thudc serotonergic khéc. Fluoxetin va norfluoxetin dugc phan
phdi vao sira me.

CHI DINH
Fluotin 20 dugc chi dinh diéu tri:

- Trdm cam.

- R@i loan xung Iyc cudng bc - 4m anh.

- Chiing &n v0 dd.

- HYi chiing hodng sg.

- Rdi loan tién kinh nguyét. /

LIEU LUGNG VA CACH DUNG );9
Fluotin 20 dugc diing theo duting udng

- Bénh Trdm cém:
+ Ngudi I6n: Liéu ban ddu thudng dung cla fluoxetin 1a 20 mg x 1
I4n/ngay ubng vao bubi séng. NEu khdng co dép (ng Iam sang sau
nhiéu tudn, liéu hang ngay co thé duge tang ddn, I1&n dén i da 12 80
mg/ngay (60 mg d6i véi ngudsi cao tufi). Liéu diing trén 20 mg/ngay c6
thé dugc chia 1am 2 I4n, vi dy vao bubi sang va budi trua, hodc 1
14n/ngay.
+ Tré em 8 tudi trd /én; Liéu ban d4u |2 10 mg, cdn dugc ting dén 20
mg/ngay sau 1 tudn (ngoai trir & tré em nhe can khdng nén tang liéu
trong vai tudn va sau d6 chi khi nao kém dap (ing 1am sang).

- Chifng @n vé dg: Liéu khuy&n céo 12 60 mg x 1 14n/ngay.

- R6 logn xung lyc cudng bic - 4m dnh:
+ Ngudi Ion: Liéu ban d4u clia fluoxetin 12 20 mg x 1 14n/ngay tang I8n
dén 60 mg/ngay sau vai tudn néu khbng co dap (ng. Liéu dén 80
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ma/ngay da dugc dung, doi khi dugc chia lam 2 I4n.

+Tré em 7 tudi trd Iém: Liu bit ddu 1a 10 mg/ngay; & tré em nhe can,
dugc ting dén liéu 20-30 mg/ngay sau vai tudn, néu c4n thiét. Thanh
thiéu nién va tré naing can han c6 thé ting dén liu 20 mg/ngay sau 2
tudn; c6 thé tang lidu them d&n 60 mg/ngay sau vai tudn khi c4n thiét.

- Hji chifng hodng sg: Liéu ban ddu 12 10 mg x 1 14n/ngay. Sau 1 tudn,
nén tang liéu d&n 20 mg/ngay; co thé ting lifu them d&n 60 mg/ngay
sau vai tudn néu khong c tién trién.

- Rdi loan tién kinh nguyét: Liéu 20 mg/ngay dugc sif dung trong diéu
tri. Viéc diing thudc khong lién tuc cling dugc cho phép: d6i véi mbi chu
ky mdi, fluoxetin nén dugc bat ddu 14 ngay trudc khi bat ddu chu ky kinh
nguyét va ti€p tuc cho d&n ngay d4u tién clia chu ky kinh nguy8t. C6 thé
tiép tuc diéu trj trong 6 thang; sau d6 danh gié lai trudc khi tiép tyc didu
tri thém.

- Bgnh nhan cao tudi: Khuyén céo diing liéu thdp hon hojc ft thuiing
xuyé&n hon.

- Fluoxetin dugc chuyén héa & gan, do dé, liéu thdp hon, nhu diing liéu
céch ngay da dugc khuy&n céo & nhitng bénh nhan suy gan néng.

CHONG CHi BINH

- Qua mAn véi fluoxetin hodc bt cir thanh phdn nao clia thudc.

- Céc thufc iic ch& monoamin oxidase (MAOI): Khong nén diing fluoxetin
k&t hgp v6i MAOI, hodc t6i thifu 14 ngay sau khi ngung diéu tri voi
MAOL. Vi fluoxetin va chat chuyén hda chinh clia né c6 thdi gian ban thai
rt dai, t6i thiu 5 tuin sau khi ngung fluoxetin méi nén bt ddu diing
MAOI.

- Chdng chi dinh diing chung déng thdsi v6i pimozid.

- Khong nén duing thioridazin v6i fluoxetin hoc t6i thiéu 5 tuén sau khi da
ngung dung fluoxetin.

THAN TRONG

- Vi tic dung gay dong kinh nén diing thén trong céc thuSc SSR1 & nhiing
bénh nhan bj dong kinh hodc c6 tién st cac ri loan nay. Nén nging
diBu trj néu con dong kinh phét trién hoic gia ting tdn sudt dong kinh.

nh nhan bj bénh tim hoZc c6 tién sir r6i loan chay mau.

- B&nh nhén bj tdng nhan ap géc déng.

- B&nh nhan bj tiéu dubng Vi cac thubc SSRI ¢6 thé thay dbi vigc kiém
sS04t duing huyét.

- Fluoxetin bj chuyén héa & gan nén diing than trong hodc giam liéu &
bénh nhan suy chiic ndng gan.

- Bénh nhan nén dugc theo di chit ché subt giai doan diéu trj ban d4u,
dén khi ci thign déng k& bénh trdm cam vi ty tir 12 mot nguy co gin
lin v6i bénh nhan trdm cam.

TUONG TAC THUGC

-Chuyén hoa clia fluoxetin lién quan dén hé théng isoenzym thuc
cytochrom CYP2D6 & gan. Diéu trj déng thdi véi cac thuic chuyén hoa
chll y8u bi isoenzym ndy, va c6 chi s& diéu trj hep (chdng han
flecainid, encainid, carbamazepin va céc thuSc chéng trdm cdm 3
vong), thi phai bdt d4u hoic diéu chinh cac thubc nay & pham vi lidu
thap. Piéu nay ciing 4p dung néu fluoxetin d dugc diing trong 5 tudn
trudc do.

- Ligu phap sBc dién (ECT): Con co giat kéo dai khi diéu trj dbng thoi voi
fluoxetin higm khi xay ra. '

- ThuBc gdn k8t vai protein: V1 fluoxetin gén két nhiéu véi protein, vé Iy
thuy8t thuc co thé bj ddy ra khai vi tri gn k&t hodc co thé thay thé v tri
odn kt vdi céc thuc gén ket vdi protein nhu thubc chéng dong dubing
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