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Chi dinh, lidu dang, cach ding,
chéng chi djnh va cic théng tin khac:
Xem t& hwéng dan sir dung kém theo.

Béo quan: Noi khd thoang, tranh &nh sang,
nhiét 4o khdng qQua 30°C.

BOX OF 3 BLISTERS X 10 HARD CAPSULES
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Rx

NUFOTIN

Thuoc nay chi dung theo don thude - Poc ki hwéng din sir dung truée khi dung -
Pé thude xa thm tay tré em.
TEN THUOC: Vién nang ctig Nufotin
THANH PHAN: Cho 1 vién nang ciing
Thanh phan hoat chét:
FIUOXEHN oo e 20 mg
(twong Ung vé6i 22,4 mg fluoxetin hydroclorid)
Thanh phan ta dugc: Tinh bot mi, lactose monohydrat, povidon K30, microcrystalline
cellulose 102, magnesi stearat, Aerosil, talc.

DANG BAO CHE: Vién nang cimg sb 2, bén trong chira bt thude mau trang hodc tring
ngd. Mot ddu mau xanh, mét diu mau tring nga.

DUQC LUC HQC

Fluoxetin 1a thubc chéng trdm cam c6 tac dung trc ché chon loc thu hdi serotonin tal trude
synap cta céc té bao than kinh serotoninergic, lam ting ndng do serotonin dén sau synap,
tir d6 cai thién cac triéu ching trdm cam & bénh nhan trdm cam. Chét chuyén héa chinh
cua fluoxetin la norfluoxetin cling c6 tac dung tuong tu fluoxetin, do do hiéu qua lam
tang nong do serotonin rét manh. Tuy fluoxetin ¢6 tidc dung lam ting nhanh nong do
serotonin tai khe synap serotonlnerglc cta té bao than kinh nhung hiéu qua cai thién céc
triéu ching 1am sang vé trdim cam chém, thuong tir 3 - 5 tuén, do vay truong hop tram
cam ning khong thé thuyén giam ngay khi dung thube nay.

O lidu diéu tri, fluoxetin chi c6 tac dung e ché chon loc trén kénh thu hdi se /otonm nén
nguy co tic dung phu thuong thay khi dung cac thude chbng tram\;:ifong cll nhu
khang cholinergic (khd miéng, mo mit, bi tiéu, tdo bon), chen o;.adn ic (ha huyét 4p
tur thé ding) hodc khang histamin (budn ngu) it gap khi diéu trj bang uoxetin.

DUOQC PONG HQC

Fluoxetin hip thu tét & duong tiéu hoa khi udng, dat néng do tdi da sau 6 - 8 gi0. Sinh
kha dung dudng ubng khoang 95 %, thirc an khong anh huong dén qua trinh hap thu
thude. Fluoxetin phan b rong khép co thé va lién két cao véi protein huyét trong. Thubc
bi chuyén héa manh & gan boi enzym CYP 2D6 thanh norfluoxetin con hoat tinh. Ca
fluoxetin va norfluoxetin déu thai trir rit cham qua nudc ticu.

Thoi gian bén thai cua fluoxetin sau khi ding liéu duy nhét khoang tir 2 - 3 ngay, nhung
sau khi diing liéu nhéc lai, toc do thai trir giam, thoi gian ban thai tang 1én khoang 4 - 5 ngay.
Khoéng thay thoi gian ban thai thay déi dang ké & nguoi cao tudi hodc nguol giam chirc
nang than khi dung fluoxetin lidu duy nhat. Nguoi xo gan do rugu ¢6 thoi gian ban thai
dai hon, gan gip doi nguoi binh thuong. Nhimg nguoi bénh thiéu enzym CYP 2D6
thuong 6 thoi gian ban thai va dién tich dudi dudng cong nong do thﬁoc/mau - thoi gian

(AUC) tang gap 3 1an so voi nguoi binh thuong.
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CHI PINH

Nguwoi lon

Bénh tram cam.

Réi loan xung luc cudng birc - 4m anh.

Chung an v6 do.

Ho1 chirng hoang sg.

Tré em trén 8 tubi

Bénh trdm cam vira dén ning néu khéng dap Umg véi liéu phap tdm Iy sau 4 - 6 dot diéu
tri. Nén sir dung thudc ddng thoi véi liéu phap tam ly.

LIEU DUNG - CACH DUNG

CACH DUNG

Ding dudng udng.

C6 thé dung liéu duy nhét hodc chia lidu, ubng trong hoic gitra cac bira an.

Khi ngirng diéu tri, thudc van tén tai trong co thé vai tudn, nén thén trong khi bat dau va
ngimg diéu tri fluoxetin.

LIEU DUNG

Ngwoi lon

Diéu tri tram cam: Lidu bét ddu thuong dung 1a 20 mg/ngay, udng 1 14n vao budi sang.
Liéu c6 thd ting dan dén téi da 60 mg/ngay. Liéu duy tri duoc thay dbi theo dap ng Jm
sang cua mdi ngudi, nén duy tri ¢ liéu thap nhat ¢6 hiéu qua. Thong thuong,sau mot vai
tudn méi dat dugc hiéu qua didu tri day du, do vdy khong nén ting lidu thuorng xXuyén.
Nén diéu tri trong thoi gian it nhat 6 thang.

Diéu tri réi loan xung liec cudng birc dm anh: Liéu bit diu 20 mg/ngay. Liéu trén 20 mg
phai chia lam 2 1an, sang va chiéu. Mot sb trudmg hop, néu sau 2 tuin khong dap uing vai
liéu 20 mg/ngay, lidu c6 thé ting dan dén t6i da 60 mg/ngay. Can didu chinh lidu cén
than trén ting bénh nhan dé dam bao dung & liéu thap nhét ¢6 hiéu qua. Phai mét vai
tudn (4 - 6 tudn) dé dat dugce két qua vé didu tri v6i mét lidu da cho. Néu tinh trang
khong cai thién sau 10 tuin dung thude, nén xem xét lai viéc diéu tri vé6i fluoxetin.

Diéu tri chitng dn vo dg: 60 mg/ngay, co thé uéng 1 1an vao buébi sang hoac chia lam
nhiéu lan trong ngay.

Diéu tri hoi chimg hodng so: Liéu bat dau 10 mg/ngay, ubng 1 lan vao bubi sang. Sau
mot tuan diéu trj c6 thé ting lidu lén 20 mg/ngay. Viéc tang lidu c6 thé dugc xem xét sau
vai tuan diéu trj ma chua thdy hiéu qua. Liéu tdi da 60 mg/ngay. Hoi chung hoang so 1a
tinh trang man tinh, nén xem xét viée tiép tuc didu tri cho nhitng bénh nhan dap tng voi
thube. Tuy nhién, bénh nhén can dugc danh gia dinh ky dé xac dinh nhu cau diéu tri tiép

tuc vai fluoxetin.
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Tré em trén 8 tudi: Diéu tri trim cam vira dén ning

- Viée didu tri nén duogc bit ddu va giam sat bai Bac si ¢6 kinh nghiém. Liéu khoi dau 1a
10 mg/ngdy. Can diéu chinh liéu cén than trén timg bénh nhan dé dam bao dung & lidu
thép nhat ¢6 hiéu qua. Sau 1 - 2 tudn, c6 thé tang 1én 20 mg/ngay. Néu tinh trang khong
cai thién trong 9 tudn dung thudc, nén xem xét lai viéc diéu tri voi fluoxetin. Vi bénh
nhan nhi dap tng t6t, cin xem xét viée tiép tuc diéu tri sau 6 théng.

- Vi tré nhe can, ndng dd thude trong huyét twong thap hon, hiéu qua diéu tri c6 thé dat
duoc voi liéu thip hon.

Ngudi cao tudi: Nén than trong khi tang liéu. Liéu hang ngay khong nén vugt qua
40 mg/ngay. Liéu khuyén céo tdi da 60 mg/ngay.

Nguoi suy gan: Can giam liéu, vi du dung lidu 20 mg mdi 2 ngay.

Ngudi suy than: Can can nhic diéu chinh lidu cho nguol bénh suy than do cé nguy co
tich lily fluoxetin va chit chuyén héa ciia né.

CHONG CHI PINH

Qua man véi fluoxetin hodc bt cit thanh phén nao cia thude.

Ngudi bénh dang ding thuée rc ché MAO (dung hai loai thudc nay phai cach nhau it
nhat 5 tuan).

Ngudi bénh dang diing metoprolol dé diéu tri suy tim.

CANH BAO VA THAN TRONG KHI DUNG THUOC

* Tré em va thanh thiéu nién duéi 18 tudi |

- Céc hanh vi lién quan dén tu sat (tu sat, y nghi ty tir) va sy thi hin (hung han,gian di,
hanh vi chong dbi) dugc quan sat thiy & tré dudi 18 tudi duge didu tri voi M(Sc chéng
trdm cam. Fluoxetin chi nén dung cho tré em va thanh thiéu nién dudi 18 tudi dé diéu tri
con trdm cam tir trung binh dén trdm trong va khong nén sir dung cho céc chi dinh khac.
Dua trén nhu cau 1am sang, néu van quyét dinh diéu tri, cAn theo doi chat ché bénh nhan.

- C6 bang ching gi6i han vé viée fluoxetin anh hudng dén su tang trudng, phat trién gioi
tinh, tinh cdm nhén thac va phat trién hanh vi. Vi vay, su cham tré trong vi¢c tdng trudng
phat trién cta tré nén duoc theo doi trong va sau khi diéu tri voi fluoxetin.

- Trong cac thir nghi€ém & tré em, con hung cam va hung cam nhe ciing thuong dugce bao
cdo, nén giam sat thuong xuyén. Khong nén ngimg dung fluoxetin khi bénh nhin budc
vao giai doan hung cam.

* Ty sat/y nghi tw tir hodc tinh trang tbi té hon

- Trdm cam c6 lién quan dén gia ting nguy co c6 y nghi ty tir, tw gdy ton thuong va tu
sat. Nguy co van tdn tai cho dén khi c6 sy cai thién dang ké tinh trang bénh. Vi su cai
thién c6 thé khong xay ra trong vai tudn dau tién diéu tri, bénh nhén nén duoc theo doi
chat ché cho dén khi ¢ su cai thién. Nguy co tu sat c6 thé ting 1én trong giai doan du
ctia qua trinh hdi phuc.

- Bénh nhén c6 tién sir ty tir hodic co y nghi tw tir trude khi bit diu didu tri voi fluoxetin
can duge theo ddi cén than trong qua trinh diéu tri. {\
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- Can phai ¢6 su gidm sat chit ch& cia bénh nhan va dic biét 1a nhitng nguoi c6 nguy co
cao kém theo liéu phap diéu tri bang thudc, dac biét 1a trong giai doan dau diéu tri va sau
khi thay dbi liéu. Bénh nhan (va ngudi chim séc bénh nhan) nén duge thong bao vé su
can thiét phai giam sat bét cir tinh trang nao ning hon, c6 suy nghi hodc hanh vi tu tir va
thay ddi bat thuong trong hanh vi dé tim 16i khuyén cta Béc si ngay.

* Phat ban va phan &ng di irng

Phat ban, phan ung phan v¢, phu né than kinh mach, may day va cic phan tng nghiém
trong lién quan dén da, than, gan hodc phéi da dugc bao cdo. Khi xuét hién phat ban hodc
céc phan tng di ing ma khong thé xac dinh dugc nguyén nhan nao khéc, nén ngirng ding
fluoxetin.

* Pong kinh

Pong kinh 1a m6t nguy co tiém 4n véi thude chong trdm cam. Nhu véi cac thube chong
trAm cam khéc, fluoxetin nén ding than trong & bénh nhan c6 tién st dong kinh. Nén
ngimg diéu tri khi bénh nhan bi dong kinh ning hon hoac khi c6 su gia ting tan sé con
dong kinh. Tranh dung fluoxetin & bénh nhéan rdi loan dong kinh khéng 6n dinh, nén theo
doi cén than khi dung fluoxetin & bénh nhan bi dong kinh da duoc kiém soat.

* Hung cam _
Nén thdn trong khi dung thude chéng trdm cam & bénh nhan co tién sir hung cam foﬁc
chimg hung cam nhe. Nhu véi tit ca cac thudc chdng tram cam, nén Pﬁﬁn@ dung
fluoxetin khi bénh nhan budc vao giai doan hung cam. J
* Chitrc ning gan, than

Fluoxetin chuyén hoa nhidu & gan va thai trir qua than. G bénh nhan co rdi loan chic
ning gan nang, nén giam lidu. Khi ding fluoxetin 20 mg/ngay trong 2 thing, nong do
fluoxetin hodc norfluoxetin trong huyét trong & bénh nhan suy than trim trong phai chay
than (GFR < 10 ml/phut) khéng c6 su khéac bigt so vai bénh nhén c6 chirc nang than binh
thuong.

* Tamoxifen

Fluoxetin, mot chit trc ché manh CYP2D6, c6 thé lam giam ndéng dd endoxifen, mot
trong nhimg chat chuyén hoa hoat dong quan trong nhat ctia tamoxifen. Do d6, fluoxetin
nén tranh dung khi dang diéu tri véi tamoxifen.

* Tac dong lén tim mach

- Céc truomg hop kéo dai khoang QT va rdi loan nhip that bao gém xoin dinh da duge
bao cao. Nén than trong khi dung fluoxetin & bénh nhén c6 céc tinh trang nhu héi chimg
kéo dai QT bam sinh, lich sir gia dinh kéo dai QT hoic cac tinh trang 14m sang khéc ¢6
khuynh hudng loan nhip (ha kali mau, ha magnesi mau, nhip tim cham, nhdi mau co tim
cAp hodc suy tim trai) hodc suy gan hodc st dung dong thoi véi cac san phim thudc gay
ra kéo dai QT va/hodc xoan dinh.

- Néu bénh nhan dugc diéu tri bénh tim én dinh, nén kiém tra lai ECG trudc khi bét dau
didu tri voi fluoxetin. Néu diu hiéu loan nhip tim xay ra trong qué trinh diéu tri, nén
ngung thude va kiém tra ECG. ﬂ
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* Giam can: C6 thé xay ra khi dung fluoxetin, nhung thudng tuong ng véi khdi lugng
ban diu cta co thé.

* Bénh tiéu dwdong: O bénh nhan tiéu duong, diéu tri v6i SSRIs c6 thé thay dbi kiém
soat duong huyét. Khi ding fluoxetin diéu tri, duong huyét giam va khi ngimg thuéc,
dudng huyét tang 1én. Nén diéu chinh lidu cta insulin va/hodc thube ha duong huyét
dudng udng.

* Chirng ngdi nim khong yén: Viéc dung fluoxetin c6 lién quan dén viéc phat trién
chimg ngdi nam khong yén (khé chiu, bdn chdn, cin di chuyén, khong thé ngdi hoic
dimg yén). Didu nay c6 thé Xdy ra trong vai tuin ddu didu trj, nén han ché viéc tang lidu
néu xut hién hoi ching nay.

* Triéu chirng cai thudc khi ngung diéu tri bing SSRIs

Triéu ching cai thudc khi ngung dung thudc 1a phé) bién, dic biét néu ngung thube dot
ngot.

Nguy co xdy ra triéu chimg cai thudc c6 thé phu thudc vao nhiéu yéu té bao gom thoi
gian, lidu didu tri va muc do giam liéu. Chéng mit, rbi loan cam giac (bao gdm maét ngu),

rdi loan giac ngli (mat ng va nhitng con 4c mong), suy nhugc, kich dong hodc lo lang,

budn non va’hogc 6i mira, run va nhirc dau la nhimg phan img duoc béo cdo nhiéu nhit

Noi chung, nhimng tri¢u chimg nay nhe dén trung binh, tuy nhién, c6 thé nghiém tr(_)ng o
mcf)tr s6 bénh nhan. Céc triéu oht"rng nay thuong xay ra‘ trong vai n’géy déu\ieg.l\/lghi ngung
thudc, thuong tu gidi han va mat di trong vong hai tuan, & mot s6 bénh nhan ¢é thé kéo
dai (hai dén ba thang tré 1én). Nén giam déan liéu truée khi ngung diéu trj trong thoi gian
vai tudn hogc vai thang, tily theo nhu ciu cia bénh nhan.

* Xuit huyét

- Da ¢6 bdo cdo nhitng bat thudng vé mau nhu mau bim va ban xuét huyét do SSRIs. Cac
biéu hién xudt huyét khac nhu chay méu phu khoa, chay mau duong tiéu hoa...ciing co
xay ra.

- Thén trong khi dung SSRIs khi dung cung véi thude chéng déng duong udng, thude co
anh hudng dén chirc ning tiéu cau (thube chéng loan thin khong dién hinh nhu clozapin,
phenothiazin, aspirin, NSAIDs) hoic cac thube khac c6 thé lam ting nguy co chdy mau.
Than trong khi dung SSRIs & bénh nhan c6 tién sir rdi loan chay mau.

* Gian dong ti: DA duoc bao cdo lién quan vai fluoxetin. Than trong khi ké don
fluoxetin ¢ bénh nhan tang ap lyc ndi nhin hodc nhitng ngudi co nguy co tdng nhan ap
géc hep cép tinh.

* Ligu phap soc dién (ECT): C6 béo cao vé dong kinh kéo dai & bénh nhan dang didu tri
liéu phap sdc dién dung fluoxetin. Nén sir dung than trong.

* Hoi chirng serotonin hoic cic triéu chirng nhw hji chirng an than kinh 4c tinh: Da
dugc bao cdo co6 lién quan dén viéc dung fluoxetin, ddc biét khi ding vdi cac thude
serotonergic khac (nhu L-tryptophan) va/hodc thude than kinh. Cﬁic triéu chimg c6 thé
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gap 1a sot cao, co cung co, rdi loan than kinh tu chu, thay ddi trang thai tim than (nham
lan, dé cau gian, kich dong cuc do tién trién t6i mé sang va hon mé). Ngung ding
fluoxetin va diéu tri triéu chirng.
* IMAO: Mot sb truong hop c6 phan tng nghiém trong, ¢ khi gay ti vong khi dung
chung SSRIs v6i IMAO. Céc triéu chiung xay ra twong tu nhu hoi chimg serotonin: Sét
cao, co clng co, rdi loan than kinh ty chu, thay ddi trang thai tim than. Chéng chi dinh
dung chung fluoxetin véi IMAO. Ngimg sit dung IMAO it nhét 2 tudn trudc khi bat diu
dung fluoxetin. Nging st dung fluoxetin it nhat 5 tuan trude khi bat diu dung IMAO.
- Thubc ¢6 chira lactose, nhitng bénh nhén c6 van dé di truyén hiém gip nhu khong dung
nap galactose, thiéu hut lactase, hodc kém hép thu glucose - galactose khong nén dung
thubc nay.
- Thubc ¢6 chira tinh bt mi, tinh bot mi ¢ thé chira gluten nhung chi mot lugng rat nho,
do d6 dugc coi la an toan voi nhitng bénh nhan bi bénh ti€u chay md. (gluten trong tinh
bot mi bi gigi han bdi xét nghiém protein toan phan duwgc mé ta trong chuyén luan
PhEur). Nhitng bénh nhén di ng véi lia mi khong nén dung.
SU DUNG CHO PHU NU' CO THAI VA CHO CON BU
- Phu nit c6 thai: Mdt sb nghién ciru dich té hoc cho théy nguy co gia tang ti I¢ di tat tim
mach lién quan dén viéc sur dung fluoxetin trong 3 thang déu thai ky (ti 1€ di tat 2/100 so
v6i ti 18 1/100 trong dan sb noi chung). S& liéu dich t& cling cho thdy viéc dung SSRIs
trong thai ky, nhat 1a giai doan muén cua thai ky, c6 lién quan dén ting nguy co ting
huyét ap phdi dai ding & tré so sinh (5/1000 truong hgp mang thai so vai 1 - 2/1000
truong hop mang thai trong dan sé néi chung). Vi vay, khong nén dung fluoxetin cho phu
nir mang thai trr khi tinh trang 14m sang ctia nguoi me thuc su can thiét va tinh trang
bénh ¢6 thé anh huéng dén thai nhi. Khong nén ngimg thude dot ngdt. Mic du\ﬂu xet
c6 thé dung dugc trong thai ky, nhung can than trong nhat la trong giai doan rﬁuér/
thai ky va ngay trude lic chuyén da vi co thé gdy tac dung phu & tré so sinh \nhu kho
chiu, run, ha huyét 4p, khéc dai dang, kho bu, kho ngu. '
- Phu nit cho con bui: Fluoxetin va chat chuyén hoa ciia nd norfluoxetin phan b vao sita
me, d4 c6 bao cdo vé nhimg tac dung khong mong mudn anh hudng dén tré bu me. Néu
can thiét phai dung fluoxetin, nén can nhéc ngimg cho con bu, néu van tiép tuc cho con
bti, nén dung liéu thip nhit c6 hiéu qua.
TAC DUNG DPOI VOI1 KHA NANG LAI XE VA VAN HANH MAY MOC
Vi thubce ¢6 thé gay budn ngu, giam kha nang suy xét, phan doan, suy nghi hodc kha ning
van dong nén phai than trong khi 14i xe, vdn hanh may moéc hodc nhitng cong viéc can
tinh téo.
TAC DUNG KHONG MONG MUON
Khi bat dau didu tri, cac tac dung khéng mong mudn thuong gdp nhét 1a nhte diu, mat
ngt, mét moi, budén ndn va tiéu chdy. Céc triéu chiing nay co thé(_}giém cudong do va tan
|
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Rat thiwong gdp, ADR > 1/10

- Réi loan tAm than: Mét ngu.

- Réi loan than kinh: Pau diu.

- Rdi loan tiéu héa: Tiéu chay, budn nén.

- Réi loan chung: Mét méi.

Thwong gap: 1/100 < ADR < 1/10

- Réi loan chuyén hoa: Chan &n.

- Réi loan tAm than: Tinh trang bon chdn, lo &u, kich dong, giam tinh duc, rdi loan giéc
ngu, 4c mong.

- Réi loan than kinh: Giam tép trung, chdng mit, loan vi giac, ngt lim, ngu ga, run.

- Rdi loan thi gidc: Nhin mo.

- Réi loan tim mach: Tim dap nhanh, kéo dai khoang QT.

- Rdi loan hé hip, nguc va trung thit: Ngap.

- Réi loan tiéu hoa: Non, kho miéng, khé tiéu.

- Réi loan da va mo duéi da: Ban, may day, ngtra, ting tiét mo hoi.

- Réi loan co xwong va mo lién két: Dau khop.

- R6i loan than va tiét nigu: Tiéu nhiéu lan. | i

- Rdi loan sinh duc: Chay méu 4m dao, réi loan cuong, réi loan xuﬁl!‘ﬁn}/

- Réi loan chung: Bén chdn, lo so, ring minh. \
- Khac: Giam cén. )

It gap: 171000 < ADR < 1/100

- Réi loan tdm than: Mat nhan céach, kich dong, suy nghi bt thuéng, cuc khodi bét
thuong, nghién ring, co suy nghi va hanh vi tu tr.

- Réi loan than kinh: Tang hoat dong tam than van dong, loan van dong, mét diéu van, roi
loan thang bang, gidt rung co, giam tri nho.

- Réi loan thi gidc: Gian ddng tu.

- Rdi loan thinh gigc: U tai.

- Réi loan mach: Giam huyét ap.

- Réi loan ho hip, nguc va trung that: Kho thé, chay mau cam.

- Réi loan tiéu hoa: Kho nudt, xuét huyét tiéu hoa.

- Réi loan da va md dudi da: Rung 16ng téc, d& bi tham tim, ra md hoi lanh.

- Réi loan co xwong va mo lién két: Co giat co.

- Réi loan than va tiét niéu: Kho tiéu tién.

- Réi loan sinh duc: Réi loan chirc nang tinh duc.

- Réi loan chung: Kho chiu, cam thdy bat thudng.

- Khac: Tang transaminase, tang gamma-glutamyltransferase.
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Hiém gdp: ADR < 1/1000

- R4i loan méau va hé bach huyét: Giam tiéu cu, giam bach cdu, giam bach cau trung
tinh.

- Rbi loan mién dich: Phan ing phan vé, bénh huyét thanh.

- Réi loan ndi tiét: Tiét hormon ADH khéng phi hop.

- Réi loan chuyén héa: Giam natri huyét.

- Réi loan tdm than: Hung cam, hung cam nhe, 4o giac, kich dong, hiéu chién, loan phat
4m, nham lan.

- R&i loan than kinh: Co giét, ching ngdi ndm khong yén, hoi ching serotonin.

- Réi loan tim: Loan nhip that bao gdm xodn dinh.

- Rbi loan mach: Viém mach, giin mach.

- Réi loan hd hép, nguc va trung that: Viem hong, bénh phéi.

- Réi loan tiéu hoa: Pau thue quan.

- Réi loan gan mat: Viém gan ddc ung.

- Réi loan da va mo dudi da: Phu né, mau bam, nhay cam anh sang, ban Xuat huyét, hoi
chiing Stevens - Johnson, hoi chung Lyell.

- Réi loan co xwong va mo lién két: Pau co.

- Réi loan than va tiét niéu: Bi tiéu, rdi loan tiéu tién.

- Réi loan sinh duc: Da tiét sira, cvong dau duong vat, tang prolactin trongXWau./

- Réi loan chung: Xuat huyét niém mac. ‘

* Thong bdo cho Bdc si cdc tdc dung khong mong muon gdp phii khi ste dung thuéc.
TUONG TAC, TUONG KY CUA THUOC

- Khong nén ding dong thoi fluoxetin voi céc chat monoamin oxydase nhu furazolidon,
procarbazin va selegilin vi co thé gay lu 1n, kich dong, nhitng triéu chimg duong tiéu
hoa, sbt cao, co gidt nang hodc con tang huyét ap.

- Fluoxetin wc ché manh cic enzym gan CYP2D6. Piéu tri dong thoi v6i cac chat
chuyén héa nhd enzym nay va co chi s6 diéu tri hep (vi du flecainid, encainid,
vinblastin, carbamazepin va thudc chdng trim cam 3 vong) thi phai bat dau hoac diéu
chinh céc thudc nay & pham vi lidu thip. Piéu nay ciing 4p dung néu fluoxetin da dugc
ding trong vong 5 tudn trudc do.

- Sir dung fluoxetin véi cac thude kich thich giai phong serotonin c6 thé gy ra hoi ching
cuong serotonin nhu kich dong, do gidc, hon mé, ting than nhiét, budn ndn, ndn, ia chay.
- Nbng d6 céc thube chéng trdm cam 3 vong, maprotilin hodc trazodon trong huyét tuong
c6 thé tang 1én gap doi khi dung ddng thoi véi fluoxetin. Mot sé Bac si khuyén nén giam
khoang 50 % liéu cac thudc nay khi dung dong thoi voi fluoxetin.

- Diing ddng thoi fluoxetin véi diazepam c6 thé kéo dai thoi gian ban thai cla diazepam &
mot sb nguoi bénh, nhung cac dap Ung sinh ly va tam than van dong co thé khong bi anh
huong.

- Diéu tri sdc dién: Con co giat kéo dai khi diéu tri v4i fluoxetin. ﬂ
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- Dung déng thoi voi cac thude tac dung trén than kinh c6 thé lam tang nguy co tac dung
phu.

- Céc thubc lién két nhiéu voi protein huyét twong nhu thuéc chéng doéng mau, digitalis
hodc digitoxin khi dung dong thai véi fluoxetin ¢ thé bi ddy ra khoi vi tri lién két
protein, 1am tang ndng do cac thudc tu do trong huyét tuong va tang tac dung phu.

- Nong d6 phenytoin c6 thé bi tang 1én khi dung dong thoi véi fluoxetin, dan dén ngo doc
nén can theo doi chat ché ndng do phenytoin trong huyét tuong.

- Dung fluoxetin déng thai véi lithi ¢6 thé lam tdng hoac glam nbng do lithi trong mau va
da c6 truong hop ngd doc lithi xay ra. Do d6 cin theo dsi ndng d lithi trong mau.

QUA LIEU VA CACH XU TRi

* Triéu chimg: Dung qué lidu fluoxetin don doc thuong c6 mot giai doan nhe. Tricu
chimg qua lidu gdm: Budn nén, ndn, kich dong, run, rung giat nhan cau, budn ngu, co
giat, r6i loan chure nang tim mach tir loan nhip khéng triéu chung (bao gdm ca loan nhip
thit va nhip ndt tAm nhi - that) hodc kéo dai khoang QT dén ngung tim, rdi loan chirc
nang phdi va cac déu hidu thay dbi tinh trang CNS tir kich thich dén hén mé. Tir vong do
qua liéu fluoxetin don doc rat hiém.

* Xur tri: Chu yéu 1a diéu tri triéu chimg va hd trg, theo doi ddu hiéu bénh tim va dauhiéu
sinh ton. Khong ¢6 thube giai doc dac hiéu. C6 thé cho dung than hoat va@MCac.
bién phap tham tich mau, loi tiéu bat bude hodc thay mau c6 thé khong higu qua. Xt tri
qud liéu cin xem xét viéc bénh nhan ¢6 dung nhiéu thude khac. Cin c6 thém thoi gian dé )
theo ddi chdt ché bénh nhan da ding qua nhiéu thube chéng trdm cam 3 vong cung void
fluoxetin.

QUY CACH PONG GOI: Hop 3 vi x 10 vién, c¢6 kém theo t& hudng dan su dung.

PIEU KIEN BAO QUAN: Noi kho thoang, tranh dnh sang, nhiét do khong qué 30 °C,
HAN DUNG: 36 thang ké tur ngay san xuét Tiéu chuan 4 ap dung : TCCS
Ngay xem xét sira doi, cap nhat ngi dung huéng dan sir dung thude:

Thuéc dwoc sin xudit fai
CONG TY CO PHAN DUQC DANAPHA
253 Diing Si Thanh Khé, Q. Thanh Khé, TP. Pa Néng
Tel: 0236.3760130 Fax: 0236.3760127 Tu van: 0236.3760131 ol
Email: info@danapha.com ol
Va phén phéi trén toan quéc

Da Nang, ngaylJthdang b nam 2018
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