s 11 1

Rx Thuéc nay chi ding theo don thuéc

]

o B

I

Fluotin 20

Tén thube

Fluotin 20
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DE xa tam tay tré em

Boc ki hudng din sir dung trude khiding ot et ¢

Thanh ph@n céng thirc thubc

Thanh phan hoat chét:

IO ... i i sossnassominns T e s et e P b e 20 mg
(Dwréni dang fluoxetine hydrochloride 22,4 mg)

Thanh phén t4 curoe:

Lactose monohydral, microcrystallin cellulose, magnesi stearat, colloidal
silica khan.

Dang bao ché

Vién nang cimg.

Vién nang cung s6 3, dau va than nang mau trang nga, dau nang in logo
“&#" mau den, chira bot thubc mau rdng.

Chi dinh

Fluotin 20 dwrge chi dinh didu tr:

Tram cam.

R6i loan xung lirc cudmg birc - &m anh, [

Chirng &n vb dé.

HOl chirng hodng sg.

RGI loan tign kinh nguyét

Céach dung, liéu ding

Hmmmdmmmm

Tram cam:

Nguen lém: Ligu ban déu thudmg ding cla fluoxetine 14 20 mg x 1 lan/ngay
udng vao budi sang. N&u khdng cé dap Uing 1&m sang sau nhiBu tén, By
hang ngay cd thé dugc tang dan, 18n d8n 151 da 1a 80 mg/ngay (60 mg a6
véri nguri cao wdi). Ligu dong trén 20 mgingay c6 thé duge chia lam 2 1an,
Vi diy vao budi sang va budi trura, holc 1 laningay.

Tré em 8 tudi tr& lén; Ligu ban dau 1 10 mg, can duoc tng d&n 20 mgingay
sau 1 waén (ngoai trir & tré em nhe can khong nén ting liBU trong vai tuan va
sau dé chi khi nao kém dap tmg 1am sang).
Chimg &in v6 d6: LiBu khuyén cdo |3 60 mg x 1 lAnngay.
R&i loan xung lye cudng bire - 4m anh:

Nguror lom: Lidu ban dhu cla fluoxetine 1A 20 mg x L \tAng Jén dén
60 mg/ngay sau vAi tuéin néu khdng c6 dap mg. Ligu dén B0 mg/ingay d&
dugre ding, di khi duge chia lam 2 Jan,

Tré em 7 twdi trdr 18n; LiBu bt dau Ja 10 mg/ngay; & tré em nhe can, dugc
tang dén lizu 20 - 30'mg/ngay sau val tulin, néu can thist, Thanh thidu nién
va tré néing can hon ¢ thé tang dén liBu 20 mg/ngay sau 2 tuan; co thé
téng lidu thém dén 60 mg/ngay sau vai tuan khi can thiét.

HoI chimg hoang st Lidu ban dau |a 10 mg x 1 lan/ngay, Sau 1 tufin,
nén téng li2u dén 20 mo/ngay: co thé ting lidu thém dén 60 mg/ngay sau
vai tuan néu khdng co tién tnén.

R6i loan tign kinh nguyét: Ligu 20 mg/ngay duge sirdung trong déy tr.
Viéc dang thubc khang lign tyc cling duge cho phép: @6l véimdi chu ky
mdi, fiuoxetine nén dugc bt dau 14 ngay truéc khl bat dau chu ky kinh
nguyét va tiép tue cho dén ngay dau tién clia chu ky kinh nguyét Co thé tisp
tuc digu trl trong 6 thang: sau dé danh gia lai trurare khi G8p UG digu i thém.
B&nh nhén cao Wi, Khuyén c4o ding B thap hon holic it himg xuyén hom.
Fluoxetine duge chuyén hoa & gan, do 86, iBu thap hem, nhir ding ligu
cach ngay da duoc khuyén cao & nhirmg bénh nhan suy gan néng.
Chéng chi dinh

Qua mén vdi fluoxetine hoac bét ctr thanh phéin néo cda thudc.

C4c thubc uc ché manpamin oxidase (MAO()! Khang nén ding fluoxetine
KEt hop véi MAOI, hoac 16i thifu 14 ngay saul khi ngung digu trj véi MAOI
Vi Nuaxetine va chit chuy&n hoa chinh ciia né c6 théd gian ban thai rat dal,
16 thigu 5 twan sau khi ngung fluoxetine mai nén bat d3u ding MAOI.
Chéng chi dinh ding chung ddng thdi viri pimozid.

Khong nén ding thioridazin v fluoxetine hodc 1 thidu 5 tudin sau khi 43
ngung ding fluoxetine,

Céanh bao va than trong khi ding thudc

Vi tac dung gdy dong kinh; nén.diing than trong cac thudc SSRI & nhimg
bénh nhan bj dong kinh hodc cd ten s cac réi loan nay. Nén ngung digu
tri néu con ddng kinh phat trién hodc gia Ang tan sudt ddng kinh.

Bé&nh nhan bj bénh tim hodc cb tién si¥ rdi loan chay mau.

Bénh nhan bi tang nhan ap géc déng.

Bénh nhén bj tiéu dudng vi cac thudic SSRY of thé thay 06i viée Kiém soat
dudmg huyét

Fluoxetine bj chuy@n héa & gan nén diing than trong holic giam liBu &
bé&nh nhén suy chirc ndng gan.

Bénh nhén nén dirgc theo déi chét ché sufit glal doan digu 17 ban dau, dén
kh}céiﬂiéndéngkéb&mu&ndmv]luﬁrlémwmg&henvﬁi
b&nh nhén tram cam.

Fluotin 20 c6 chira ta dugc lactose. Khong nén ding thufc nay cho bénh
nhn cé cac van dé vE di truy&n hiém gap khong dung nap galactose, thiéu
hut enzym lactase todin phan hay kém hap thu glucose-galactose.

Sir dung thudc cho phu nik ¢6 thai va cho con b

Phy nir cd thal

Tinh an toan coa fiuoxetine chira dupc Mgt [p trong hai ky mang thal va
vi thé khang khuyén cdo diing fluoxetine.

Phy nir cho con bu

Fluoxetine va chdl chuyén hoa ctia nd phan b vao stra me. Vi thé, khoing
nén dong Auoxetine & phiy nir cho con bi va nén théng bao cho bac sTnéu
dir dinh cho con ba,

Anh huémg ciia thuBe 1&n kha ning lai xe, van hanh may méc

Méc di fluoxetine cho thay khong géy anh hurdmg dén tam than van ding
i nhirng ngurdr tinh nguyén khée manty, bét cir thudc anh réing than kinh
nao cling c6 thé 1am suy giam 6¢ suy xét hodic cac kj nang. Bénh nhan
nén tranh I4i xe hodic van hanh méy mae nguy hidm cho dén khi chic chan
hoat dong cta ho khang bi anh hurdmg,

Tuong téc, twong ky clua thubc

Twong téc cta thude

Chuyén hoa cila fluoxetine ligén quan d&n hé& théng isoenzym thube
cytochrom CYP2D6 & gan. Bidu trj ddng thii véi cac thufic chuyén héa
chil yéu béri isoenzym nay, va cd chi s6 disu tri hep (chéng han flecainid,
encainid, carbamazepin va cac thudc chng trim cam 3 vong), thi phai bt
dau hodc digu chinh cac thudc nay & pham vi liku thap. DiBu ndy ciing &p
dung néu fluoxetine da durge ding trong 5 1uln trurde dd,

Ligu phap sdc dign (ECT): Com co giat kéo dai khi digu trj dong thiri voi
fluoxeting hiém khi xay ra.

Thubc gan ket vai protein: Vi fluoxetine gﬁnkélnh]ﬁu vol protein, vé ly
thuyét thubc c6 thé bi day ra khdi vj trl gan k&t hodic cd thé thay thé vi tri
géin két véi cac thubc kBt véri protein nhur thubc chong dunu dutng
udng va digitoxin, Bénh nhan darg ding fluoxetine vai bat ki thuic nao
g&nkﬂrﬂuvﬁprmamnmmmmeodmuemnmmmmuung
khéing mong muén lién quan dén viéc didu tr nay.
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Nhirng thube tac dung trén than kinh trung wong nhu fithi nén duge ding
than trong véi fluoxetine. Nong dd lithi tang hodc gidm va ciing c6 thé ngd
déc lithi, Can theo ddi niing d0 lithi.
Nhimg bénh nhan, dnd nnmﬁﬂrgwpwm khi bdt dau digu
ddng mbivmnmxeﬁne gia tAng ndna 46 phenytoin trong huyéttm:mg
v dfic tinh cba pheaytnmvélamséng

cua thubc

Do khong co cac nghién clru vé tinh wang ky, cda thude, _an_g 1ron 1An
thudc nay voi cac khéc. ; iz ~
Téc dung khéng mudn thudc

Rét thuong gap (ADR 2 1/10) R -

Toan than: ME&t mal.

Tiéu hoa: Tiéu chay, budn nbn,

Tam thin: Mat ngu.

Than kinh: Dau dau.

Thidmg géip (1/100 < ADR < 1/10)

Todan than: Cam giac lo s¢, on lanh.
Tigu hoa: Non, kho tiéu, khd miéng.
Tam ih#n: Lo Au, héit hoang, thao thirc, mngmmnhmnmuonunh
duc, rdl loan gidc ngu, gidc/mo bat thudmg.
Thén kinh: Hoa mét, loan vj gidc, mtra.hubnnul.‘:m
Chuyén hoa va dinh durimg: Gidm sur thém an
Mét: Nhin mé.
Tim mach: Banh tréing ngure.
Mach méu: Chimg do bimng.
H6 hap: Ngap.
Da va md dutn da: Phat ban, ﬂdimayaayngaa,wagn&ww
Co xuromng, mo lién két v xurong: Bau khép,
Than va tiét nidu: Bi tiéu thutmg xuyén.
Co quan sinh san va vii: Chay mau phu khoa, suy gidm chdre ning cuong
d:mng 161 loan xudt tinh,
(1/1.000 s ADR < 1/100)
thén: Kho chiu, eam giac bat thudma, cam giac lanh, cam giéc néng.

!Ia.lhéa Kho nudit
chén, sang khodl, suy nght bét thuéng, cuc

Tam thAn: Tam trang
khodl bt thurirng, 1 rang.

Than kinh; Tang hoat @0ng tam than, 1l loan van dong, mét didu hoa, r6i
foan can bang, co giat co.

Mat Gidn dong tir,

Mach mau: Ha huyét ap,

Da va md dudi da: Rung toc, thng xu hurdmg bl b&m tim, ra md hoi lanh.
Co xuong, mb lién két va xuunQ' Co gifit co.

Thén va tiét méu: Khd
caqunnslnhshvavﬂ.swubndﬂcﬂnuﬂnhm

Hiém gép (1/10.000 < ADR < 1/1.000)

Tiéu hoa: Bau thue quan),

Mi€n dich: Phan g phan v, bénh huyét thanh.

Chuyéin hoa va dinh dudng: Ha natrl huyét,

Tam thain: Hung phén nhe, hung cam, ao giac, kich dong, con hoang so.
Than kinh: Co giét, burt rirl, hoi chimg miéng I,

Mach méw: Viém mach, gidn mach,

Da va m dudn dac Phu mach, bam méau, phan tmg nhay cam anh séng,
ban xuathuyst

Ha hap: Viém hong.

Than va 18t riéu Bl véy,

Sinh s&n va vi: Ghimg tiét nhibu stra.

Qui ligu v cach xir tri i

Trrang hap ding qua lidu fluoxetine don ddc thrdmg cé dién tign nhe.
Céc trigy chimg qua figu bao gdm budn ndn, ndn, dang kinh, suy chirc
nang tim mach tr 16i loan nhip tim khana triéu chimg dén ngumg tim, suy
chifc ni3ng phii va cac ddu héu thay 881 tinh trang h& than kinh trung
trong tir kich thich d&n hon mé. Tir vong do qua lidu fluoxetine dom dac rat
hiém adp Theudﬁd:d&ahQUvémvacacd&:lﬂummmmg
Vo digu trj triéu va hl ror. Chura o6 thudc gidl 86c dic hign,

Lot tiéu bAt budc, thiim tach, foc méy, va thay mau khing c6 lo1. Than hoat
tinh, c6 thé dugre strdung voi sorbitol, €6 thé higu qua wong tr hodc hon

_ gay non hodc rira da day. Trong xir trf gua ligu, xem xet kha n&ng fign quan

* clia nhigu thudc. Can theo dal y 18 chal ché rong mat thin gian dai &
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nhimg bénh nhan 08 ding sb luong qua mdc thudc ching rm cam ba

vong néy ho dang diing ho&c da ding fluaxetine gan day.

Bic tinh dirge Ive hoc

Nhém. dune b rmﬂmmhmmmwwmunw

serotonin chon loc.

M3 ATCiNDGABO3.

Fluoxetine & mét thudc tre ché chon Joe téithu nhan serotonin (SSRI).

Tac dyng ching tram cam, ehing rdi joan xung luc cudng bde - 4m anh

va chdng chimg an vo do ctia fluoxetine lidn quan dén trc ché thu nhéan

serotopin & hé thian kinh trung tong.

Bdi khang cac thu thé muscann, histamin, va al-adrenergic dirpc cho

réng c6 lién guan v tac dung khang cholinergic, an than va tim mach

khéc nhau clia cac thufc ching tram cam ba vong eb dign.

Bdc tinh dwere déng hoc '

Fluoxetine diroc hap thu tht & dudmg tiéu hoa vl ndng 46 dink trong huyét

turomig XUAL higén khodng 6 - B it sau khi ubing. Sinh kha dung dudng udng

khang bi'anh hudmg béi thire @n. Fluoxetine duge chuyén hoa rong rai

qua sir khir methyl & gan'thanh chét chuy&n héa cd hoat tinh chinh

norfluoxetine. Thuée bai tiét chi yéu qua nm!ﬂ: tidu. Thude gan kel vd-l
protein khodng 5%, Fluoxeting dugc phan bd rong réi

Humeﬂmcﬁwglmbmmﬁlwwm%‘l 31’9&' nidfmg

i€y cép tinh va 4 - 6 ngay d6i voi fiéu lau dar chat ch_uyﬁn héa

norfluoxetine c6 théi gian ban thai dai hom khoding 4 - 16 ngay. NBng dd 6n

dinh huyét wrong sé dat duoc sau val tulin. Ngoai ra, fluoxetine va cac

ehéit chuyén héa c6 thé tBn tal trong mot thé gian dang ke sau khi didu i

va digu nay & dn dén s than trong lién quan dén viec sir dung tép thea

céc thufc serotonergic khic. Fluoxetine va norfluoxetine phén hi duoc

vao sira me.

Quy céch d6ng goi

VI'7 vién, Hop 2 vi.

Vi 7 vién, Hop 4 vi.

V110 vién, HOp 2V,

Chal 50 vién. Hop 1 chai.

Chai 100 vién. Hop 1 chai.

Diéuki@nhhquhhqndmg,u&uchuinch&llmmmuﬁc

Didu kién bao quan

B&oqu&nuomhﬂob]kln.nvikho.Nheldﬁkhﬂngmam

17.2. Han

17.3.

ding
36 thang ké wrngay san xuft.
Tiéu chudin chét lvong
TCCS.
Tén, dia chl ciia co s& san xudtthudc
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STELLA

Cong ty TNHH LD Stellapharm - Chi nhanh 1
S8 40 dal 16 Tu Do, KCN Viét Nam - Singapore,
P. An Phu, Tx. ThudnAn, T, Binh Duong, Vigt Nam
DT: (+84 274) 3767 470 Fax: (+84 274) 3767 469



