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Rx- Thudc nay chi ding theo don ciia bdc sy

MAGRILAN®20MG
Vién nang citng
Fluoxetin

THANH PHAN

M&i vién nang cirng MAGRILAN® 20MG chira fluoxetin 20mg.
Ta dwoc: Lactose monohydrat, cellulose vi tinh thé, magnesi stearat.

DUQC LUC HQC

Fluoxetin 1a mot thube chéng trdm cam hai vong ¢ tac dung e ché chon loc tai thu nhép
serotonin ctia cic té bao than kinh. Tac dung chéng trdm cam cua fluoxetin lién quan t6i
trc ché t4i thu nhép serotonin nay & hé than kinh trung wong. Thoi gian tdc dung chim,
dén khi ¢6 tac dung diéu trj day du thuong phai tr 3 - 5 tudn, do vdy trudong hop trim cam
néng thi khéng thé thuyén giam ngay bang dung thudc nay.

Nh¢ tac dong ddc hi¢u trén cac noron tiét serotonin, nguy co tdc dung phu thuong thay
khi dung céc thudc chdng trdm cam 3 vong cii, khong xay ra khi dung céc thudc chéng
trdm cam loai tc dung qua serotonin nay. Cac phan ng phu thong thudng do tac dung

khang cholinergic, va tac dung do histamin, hiém thdy vdi céc thube chdng trdm cam
serotoninergic.

DUQC DONG HQC

Fluoxetin dugc hép thu tdt & duong ti€u hoa sau khi udng. Sinh kha dung dudng udng
ude khoang 95%. Thubc lién két cao véi protein huyét twong, xdp xi 95%. Thé tich phan
bd uGce khoang 35 lit/kg. B§ thanh théi & khoang 0,58 lit/ gio’kg va giam khi dung céac liéu
nhéc lai. Phan 16n fluoxetin (> 90%) bai tiét qua nude tidu dudi dang chét chuyén héa
khong c6 tac dung. Nira doi cua fluoxetin, sau khi dung liéu duy nhét, khoang tir I - 3
ngay, nhung sau khi dung lidu nhic lai, tbc do thai trir giam di, nira doi tang 1€n khodng 7
- 15 ngay. Khéng thiy nira doi thay ddi déng ké & ngudi cao tu01 hodc nguoi bénh giam
chure néng than khi dung fluoxetin liéu duy nhét. Tuy vay, vi thude co nira doi tuong ddi
dai va bién ddi khong tuyén tinh sau khi dung nhiéu lidu, nghlen ctru lidu duy nhét khéng
du dé loai kha nang dugc dong bi bién dbi & nguorl cao tudi hodc ngucn giam churc nang
than. Nguoi xo gan do rugu cé nira doi dai hon, gan gap d61 & nguoi binh thuong,

Nira doi thai trir cua thudc bi thay d6i nhu vay cé thé do thudc tre ché enzym chuyen hoa
trong gan. Co ché thay dbi nua doi thai trir cua thude khi dung liéu nhic lai 1a do
fluoxetin tGrc ché enzym gan cytochrom Pyso 2D6. Diéu nay dic biét quan trong v&i nhiing
ngudi bénh ¢6 lwong enzym gan rat thip, va biéu hién nay cé tinh di truyén. Nhitng nguoi
bénh thiéu enzym CYP 2D6 thuong c6 nira doi thai trir va dién tich dudi dudng cong
ndng d6 thudce/ mau - thoi gian (AUC) tang gép 3 14n so voi ngudi binh thuong.

CHI PINH ) @/
Fluoxetine dugc chi dinh trong dicu tri:

—  Chimg trdm cam

- Réi loan xung Iyc cudng birc 4m anh

— Chimg an v6 d (hanh vi an udng khéng kiém so4t)
— Hoi chuing hoang s¢
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LIEU LUQNG VA CACH DUNG

Fluoxetin thuong duoc dung theo duong ubng.

Diéu tri tram cam: Liéu bat dau thuong dimg 1a 20 mg/ngay, udng 1 lan vao budi sang.
Mbt sé ngudi bénh c6 thé dung lidu thip hon (nghia 1a 5 mg/ngay hodc 20 mg cach 2
hodc 3 ngay/1 1dn). Liéu duy tri dugc thay déi theo dap tmg lam sang cua moi nguoi.
Thong thudmg sau mot vai tudn méi dat duge hiéu qua diéu tri ddy du, do vay khong nén
tang lidu thudong xuyén.

Bzeu tri hoz chu"ng xung luc cudng birc dm anh: Liéu bat dAu 20 mg/ngay nhu trén. Phai
mét vai tuAn méi dat dugc dép Ung day du diéu tri. Liéu trén 20 mg phai chia lam 2 lan,
sang va chidu. Mt sb truong hop c6 thé phai can liéu cao tdi 80 mg/ngay, nhung diéu
quan trong la phai biét ring bao gitr cling phai cAn vai tudn (4 - 6 tudn) dé dat dwoc két
qua vé diéu tri voi 1 lidu d4 cho.

Vi ngudi cao tudi va ngudi suy gan, cin giam lidu ban dau va giam tdc do tang licu.

Cé nguy co tich lity fluoxetin va chét chuyen hoa ¢ ngudi bénh giam chirc nang than, do
vdy, can can nhic diéu chinh liéu cho ngudi bénh suy than.

An toan va hiéu qua vdi trée em (< 18 tu01) chua duoc xac dinh.

Ngudi cao tudi thuong bit ddu 10 mg (base) mdi ngay va khong duge vuot qua 60 mg
(base) 1 ngay.

CHONG CHI PINH

Qua man véi fluoxetin.

Nguoi suy thdn nang (dd thanh thai creatinin < 10 ml/phut).

Ngudi bénh dang ding céc thude e ché MAO (ding hai loai thubc nay phai cach nhau it
nhéit 5 tuln).

Ngudi c6 tién sir dong kinh.

THAN TRONG

Tranh ding thudc ddng thdi voi céc chét te ché monoamin oxydase (MAO). Chi nén bt
déu ding cac thube rc ché MAO khi fluoxetin d dugc thai trir hoan toan (it nhét 5 tuin).
Cén than trong giam liéu cho nguorl bénh c6 bénh gan hodc giam chirc ning gan.

Thudc c6 thé gdy budn ngi, giam kha nang suy xét, phan doan, suy nghi hoac kha nang
vén dong, nén phai thin trong khi 1ai xe, vdn hanh mdy ho#c nhing cong viéc cén tinh
tdo.

Thube c6 thé gay chong mat hodc nhire dAu, nén khong dung diy dot ngdt khi dang & tu
thé nim hoic ngdi.

Than trong véi ngudi bénh cé tién sir bénh ddng kinh, do fluoxetin ¢ thé ha thip ngudng
gay con dong kinh. Q\/
TUONG TAC THUOC

Khong nén ding déng thoi fluoxetin véi céc chét e ché monoamin oxidase nhu
furazolidon, procarbazin va selegilin, vi c6 thé gay 1t I4n, kich dong, nhitng triéu chung &
dudng tidu hoa, sbt cao, co gist nang hodc con tang huyét ap.

Fluoxetin trc ché manh cac enzym gan cytochrom Puso 2D6. Piéu tri ddng thoi véi cac
thude chuyén hoa nho enzym nay va c6 chi sé diéu tri hep (thi du flecainid, encainid,
vinblastin, carbamazepin va thube chéng trdm cam 3 vong) thi phai b4t dau hodc diéu
chinh céc thudc nay & pham vi lidu thép. Diéu nay ciing 4p dung néu fluoxetin da duoc
dung trong vong 5 tun trude do.

Nong do cac thuoc chéng trdm cam 3 vong, maprotilin hogic trazodon trong huyét tuong

c6 thé tang 1én glp d6i khi dung dong thoi v6i fluoxetin, M6t s6 thdy thude khuyén nén
giam khoang 50% liéu cac thudc nay khi dung ddng thei véi fluoxetin.
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Dung ddng thdi fluoxetin véi diazepam cé thé kéo dai ntra doi cia diazepam & mot sb
ngudi bénh, nhung cac dap tmg sinh ly va tdm thdn van dong c6 thé khong bi anh huong.
Diéu tri sbc dién: Con co giat kéo dai khi diéu tri ddng thoi véi fluoxetin.

Diing dong thoi véi céc thube tac dung thin kinh c6 thé 1am ting nguy co tac dung phu.
Céc thudc lién két nhidu v6i protein huyét twong nhu thubc chéng dong mau, digitalis
hoic digitoxin, dung ddng thoi véi fluoxetin c¢é thé bi ddy ra khoi vi tri lién két protein,
1am tang ndng dd cac thudc tr do trong huyét twong va ting tic dung phu.

Ndng d9 phenytoin cé thé bi tang 1én khi dung ddng thoi véi fluoxetin, ddn dén ngd ddc,
nén can theo ddi chit ché ndng dd phenytoin trong huyét tuong.

Ding fluoxetin ddng thoi voi lithi ¢ thé hogc 1am tang hodc giam ndng dd lithi trong
mau, va da c6 truong hop ngd ddc lithi xay ra. Do d6, cn theo ddi ndng d6 lithi trong
mau.

THOI KY MANG THAI
Tinh an toan cua fluoxetin doi vdi ngudi mang thai chua duge xac dinh; phai tranh dung
thudc nay trong thoi ky mang thai, trir khi khdng cé thudce ndo khéc an toan hon.

THOI KY CHO CON BU ,
Fluoxetin phan b vao sita me, do viy c6 thé anh hudng dén tré b me. Khong nén dung
fluoxetin cho ba me dang cho con bu hodc khong nén cho con bu khi dang dung thudc.

TAC PONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY
MOC
Khuyén céo khdng nén ding fluoxetin cho bénh nhan dang 14i xe hodic vin hanh may.

TAC DUNG KHONG MONG MUON

Khi bat ddu diéu tri, tinh trang bon chdn, lo ling hodc kho ngi ¢ thé bi tang 1én (10 -
20% sb ca diéu tri). Phan ung budn nén luc dau va phu thudc vao lidu ciing ¢6 thé Xay ra
tai 10%.

Thuong gap, ADR > 1/100

Toan than: Mét méi, chong mat, ra md hoi.

TKTW: Liét duong, khéng c6 kha ning xuét tinh, giam tinh duc.

Tiéu hoa: Budn ndn, ia chay, chan an.

Da: Phat ban da, ngira.

Thén kinh: Run. q\/

Tam théan: Tinh trang bdn chdn, mat ngu, lo sg.

ngdp, 171000 < ADR < 1/100

Toan than: Dau déu.

Tiéu hoa: Non, rbi loan tiéu héa, khod miéng.

Da: May day.

Hb hép: Co that phé quan/phan tmg giéng hen.

Tiét nigu: Bi tiéu tién.

Hiém gap, ADR < 1/1000

Toan thén: Ngét, bénh huyét thanh.

Tuén hoan: Loan nhip tim, mach nhanh, viém mach.

TKTW: Phan ing ngoai thép, rdi loan van dong, hoi chirng Parkinson, di cam, dong kinh,
hdi chimg serotonin.

Noi tiét: Giam hodc ting ning tuyén gidp, ting prolactin huyét, chimg to vi dan dng,
chung tiét nhiéu sira.

Da: Dét sin, chirmg mun mu, phét ban da, luput ban do.
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Gan: Viém gan, vang da o mat.

Ho hap Xo héa phéi, phi thanh quén.

Chuyén hoéa: Giam natri huyét.

Théng bdo cho bic sy cdc tic dung khéng mong mubn gip phdi khi sit dung thuée.

QUA LIEU

Fluoxetin ¢6 pham vi an toan twong dbi rong. Khi ubng qué liéu, triéu chung cht yéu 1a
budn noén, non. Ciing thiy triéu chimg kich dong, hung cam nhe va cac ddu hidu kich
thich than kinh trung uong,

Diéu tri: Chi yéu 1a diéu tri triéu ching va hd tro. C6 thé cho dung than hoat va sorbitol.
Duy tri ho hdp, hoat dong tim va than nhiét. Néu cin, ding thudc chéng co gidt nhu
diazepam. Céc bién phap thim phan mau, loi niéu bit bude hodc thay méu c6 18 khong c6
hiéu qua do thé tich phan b 16n va thude lién két nhidu véi protein.

QUI CACH PONG GOI: Hop 3vi x 10 vién nang cg.
BAO QUAN O nhiét d6 dudi 30 °C, tranh énh séng.
HAN DUNG: 36 thang ké tir ngdy san xuét.

Khong diing thubc khi da qud han siv dung. %7/
Doc kj hwdng din siv dung trude khi ding.

Néu cin thém théng tin, xin héi y kién bdc si.

Trdnh xa tim tay tré em.

San xuat bdi MEDOCHEMIE LTD — Cong Hoa Sip (Chéu Au).

Van phong: 1 - 10 Constantinoupoleos street, 3011 Limassol

Nha may AZ: 2 Michael Erakleous Street, Agios Athanassios Industrial Area, 4101 Agios
Athanassios, Limassol
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