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HUONG DAN SU DUNG THUOC

Rx
1. Tén thuéc: FLUOZAC 1</ ’
2. Cac diu hiéu luu y va khuyen cao khi dung thube: U\*:\_\ L0t P [“W' /*
“Thudc nay chi dung theo don thude” \ HA T

A S/

“Pé xa tdm tay tré em”

“Poc ky hudng dan sir dung trude khi dung”
3. Thanh phan cong thirc thude: Mdi vién nang cung chua:
Thanh phan duoc chat: Fluoxetin hydroclorid twong Gng vé6i Fluoxetin 20mg

Thanh phén ta duge: Lactose, tinh bt sén, magnesi stearat, bot talc, crospovidon, vé nang
cuing.

4. Dang bao ché: 'Vién nang cung

Vién nang cimg s6 3, nap nang mau xanh, thdn nang mau tring, nang sach bong, khong nut
v&, khéng mép méo. Bén trong chira bot thude mau tring hoic tring nga.

5. Chi dinh:

Nguoi lon:

Giai doan tram cam nang: Diéu tri cac triéu chimg cia bénh trdm cam, c6 thé kém theo triéu
ching lo ldng, dac biét trong truong hop khong can dung thudc an than.

Roi loan 4m anh cudng ché (OCD).

Chung an vo do.

Tré em va tré vi thanh nién trén 8 mé:‘

Giai doan tram cam vira den nang néu trdm cam khong dap tng voi diéu trj tam ly sau 4-6
dot diéu tri, thudc chéng trdm cam chi nén st dung cho tré em va vi thanh nién mac tram
cam vira dén nang, phéi hop véi diéu tri tam 1y,

6. Cach dung, liéu dung:

* Cdch ding: Thudc dung duong uong, co the dung trong hoac\gilra cac bira an. Cha y hoat
chat van t6n tai trong co thé trong nhiéu tudn sau khi dimg thude.

* Liéu dung:

Giai doan tram cam nang ¢ nguoi Ion va nguoi cao tu6i: Liéu khuyén céo 20mg (1
vién)/ngay. Xem x¢ét diéu chinh liéu trong 3 - 4 tudn déu diéu tri va ca thoi gian diéu trj tiép
theo néu can thiét. Miac di tang liéu c6 thé lam tang nguy co gip phai cac tac dung khong
mong mudn, nhung & mot vai bénh nhén dap Ung kém véi liu 20mg, lidu c6 thé tang dan
1én, toi da 60mg. Piéu chinh liéu nén duogc tién hanh than trong trén tirg bénh nhan dé duy
tri lidu c6 higu qua thap nhét.

Bénh nhan trdm cam nén duoc diéu tri du thoi gian, trong it nhat 6 thang, dé dam bao khong
con triéu ching bénh.

R6i loan dm anh cuong ché & ngudi 16m va ngudi cao tuéi: 20 - 60mg (1 - 3 vién)/ngay.

Liéu khoi dau khuyén cdo 1a 20mg (1 vién)/ngay. Mac du tang liéu c6 thé lam tang nguy co
gdp phai cac tac dung khong mong mudn, nhung & mét vai bénh nhan dip tmg kém vi liéu
20mg sau 2 tuan diéu tri, liéu ¢6 thé tang déan 1én, tbi da 60mg.

Néu cac triéu ching khong cai thién trong 10 tudn diéu tri, xem xét lai viéc diéu tri. Néu dap
img diéu tri tot, tiép tuc didu tri voi liéu 6 thé duoc dleu chinh tuy ting bénh nhan. OCD
la man tinh nén c6 thé xem Xet tiép tuc diéu tri trén 10 tuan & nhing bénh nhén c6 dap tng.

Piéu chinh liéu nén duoc tién hanh can than trén timg bénh nhéan dé duy tri liéu thép nhit
c6 hiéu qua. Panh gia lai dinh ky su can thiét diéu tri bang thube. M6t s6 nha lam sang ung
ho két hop li¢u phép tam 1y hanh vi véi diéu tri bang thudc cho bénh nhan da dap tmg tot
voi thude. ’

Hiéu qua diéu tri dai han (nhiéu hon 24 tudn) chua duoc chirng minh ¢ bénh nhan mac OCD.




Chimg an v6 dg & ngudi Ién va nguoi cao tuéi: Lidu khuyén cdo 60mg @wénjfﬂ \
qua diéu tri dai han (hon 3 théng) chua duoc chitng minh & bénh nhan A qu;{-,r@gﬁn\@
Nguoi [6n 6 tdt ca cdc chi dinh: Lidu khuyén cdo c6 thé tang hoac crla‘{ Y ’LlemtremSOmg
vién)/ngay chua duogc nghién cuu. ;i\‘,i\ OUUC PHAM [*)
Tré em N\ Hg TAY /s
Giai doan tram cam vira dén ndng o tré em va tré vi thanh nién trén A.‘_ D1 g/bt_&{’ nén
duoc tién hanh dudi sy gidm sat chit ché cla nhan vién y té. Lidu khéi dau “‘f@’ing/ngay
Diéu chinh lidu nén duoc tién hanh than trong trén ting bénh nhan dé duy tri lidu thdp nhit
¢6 hiéu qua.

Sau 1-2 tuan lidu co thé tang 1€n 20mg/ngay. Thu nghiém lam sang véi lidu hang ngay trén
20mg la rat it. D@ ligu veé diéu tri kéo dai trén 9 tuan rat han ché.

Tre nhe cdn: Do nono d6 thude trong huyét tuong cao hon & tré nhe can, tac dung diéu trj
c6 thé dat dugc vOi licu lhap hon.
Vi tré dap ung tot v6i diéu tri, xem xét lai su can thiét cua diéu trj bang thudc sau 6 thang
diéu tri. Néu khéng co loi ich ldm sang dat duge sau 9 tudn diéu tri, xem xét lai viéc didu
tri.
Nguwoi cao tudi
Than trong khi tang liéu va khéng nén vuot qua 40mg (2 vién)/ngay. Liéu khuyén céo tdi
da la 60mg (3 vién)/ngay.
Bénh nhin suy gan
Xem xét giam liéu hodc gian khoang céch dwa liéu (nhu 1 lidu 20mg (1 vién) trong 2 ngay)
0 bénh nhan suy gan, hoac & bénh nhan ding cing véi cdc thude co nguy co tuong tac voi
fluoxetin.
Hgi chirng cai thuéce khi ngirng ding thuoc trc che tdi hip thu ser otonin cé chon lopc
(SSRI): Tranh ngirng thude dot ngdt. Khi dimg thuée SSRI, nén giam lidu tr tir trong it nhat
1-2 tuan dé giam nguy co gap phai cac phan ung cai thude. Néu triéu chung dir doi xay ra
sau khi giam liéu hoac ngung thuoc, dung lai lieu trude d6 co thé duoc xem xét. Sau do.
nhan vién y té c6 thé tiép tuc giam liéu nhung giam chidm hon
b Chong chi dinh:
Qua man véi fluoxetin hoac bat ky thanh phan nao cta thodc.

Két hop voi thude ac ché MAO khong thuén nghich va khéng chon loc (nhu iproniazid).
Két hop véi metoprolol trong diéu tri suy tim.

8. Canh bdo va thén trong khi dung thudc:

Tre em va tre vi thanh nién dudi 18 tuoji

Hanh vi tw sat (cb ¥ tu sat hodc co y mudn tu sat), thai do bat man (chu yéu la hanh vi chéng
doi i, gdy g6, thai do gian dr) thuong théy trong cac thir nghiém 1dm sang tién hanh trén tré
em va tré vi thanh nién st dung thudc chéng tram cam so v6i s dung gia dugc. Fluoxetin
chi nén sir dung ¢ tré em va tré vi thanh nién tir 8-18 tudi dé diéu tri giai doan trAm cam vira
va nang, khong nén sir dung cho cac chi dinh khac. Bénh nhén can duoc theo ddi chit ché
sy xuat hién céc hanh vi tu sat va nhan vién y té can trao déi ky ludng voi tré va cha me cia
tré vé loi ich nguy co cia thude.

Y muon tu sdt hodic biéu hién lam séng xau.

Tram cam ¢o lién quan dén tang nguy co tu sat, ¢ y mudn tu sat, tu lam tdn thuong. Nguy
co nay van con khi bénh da thuyén giam. Vi cai thién cdc tri¢u chung co thé khéng dién ra
ngay trong nhing tuin dau tién diéu tri hoac khi diéu tri bd sung, nén bénh nhan can duoc
giam sat chit ché cho dén khi cac triéu chirng dugc cai thién. Kmh nghiém lam sang cho
thdy nguy co tu sat ¢o thé tang trong giai doan dau diéu tri.

Cac bénh tam than khéc ¢6 sir dung fluoxetin cing c6 thé lién quan dén tang nguy co ty .
Thém vao do, cac bénh nay c6 thé ciing véi bénh trdm cam gdly ra cac biéu hién 1am sang




x4du. Than trong twong tu nhu véi bénh trdm cam khi sir dung fluoxetin dleu m cac bénh tdm
than khéc. Ao

Bénh nhan cd tién str lién quan dén tw sat hodc ¢6 ¥ mudn tu st trpohrkhlpdleu,

ngu
co cao hon vé hanh vi tu sat, nén theo doi chit ché trong khi diéu Lr’ FPHAN | =
Theo doi chat ché bénh nhén, dic bi¢t 1a nhitng bénh nhan cé nguzy, co| ca@, ﬂr@"a;ag didu
tri, ddc biét trong giai doan du diéu tri va sau khi diéu chinh heu A H Q ; Y /\

Bénh nhén va nguoi nha bénh nhan nén duge canh bao vé sy cin th1e h {bat ky
biéu hién 1am sang xau hanh vi hogc y mudn tu sat, thay d6i hanh vi ba\tﬁB hong bao

ngay cho can bd vy té néu xuét hién céc triéu ching nay.

Phdt ban hodc phdn itng dj ing:

Phat ban, cac con co giat, phu thuong vi, nbi may day va céc triéu chung hé thong tién trién,
d6i khi nghiém trong (lién quan dén da, than, gan hoic phdi) da dugc bao cao. Néu phat ban
ho#c cac phan ung di ng khac khdng thé x4c dinh duoc nguyén nhén khac ngoai fluoxetin,
nén ngimg diing thude.

Dong kinh:

Dong kinh 1a mdt nguy co tiém &n vé&i thube chdng trdm cam. Vi vy, nhu cac thube chéng
trdm cam khac, thin trong khi sir dung fluoxetin & nhitng bénh nhén co Uen st dong Kinh.
Nén ngung dung thudc khi bénh nhén xuét hién co giat hoac gia ting tan sudt cac con co
giat. Khong nén dung fluoxetin ¢ bénh nhan dong kinh khong 6n dinh. Bénh nhan déng kinh
d3 dugc kiém soat nén duoc theo di cén than.

Con hung cam:

Thube chéng trdm cam nén duge st dung cén thédn & nhimg bénh nhan co tién str roi loan
tAm than/suy nhugc than kinh. Gidng nhu tét cé cac thudc chbng trAm cam, ngung st dung
fluoxetin & bénh nhén di vao giai doan hung cam.

Chitc ndng gan, than.

Fluoxetin chuyén héa manh qua gan va thai trr qua than. Nén ding liéu thap hon cho bénh
nhén suy chirc ndng gan. Khi udng 20mg/ngay trong 2 thang & bénh nhén suy thin nang cén
tham phén mau, nong do fluoxetin hodc norfluoxetin trong huyét tuong khong c6 su khac
biét so v&i bénh nhan ¢6 chire nang than binh thudng.
Tamoxifen:

Fluoxetin tc ché manh CYP2D6, c6 thé 1am giam nong 8
chuyen hoa con hoat tinh quan trong nhét ctia tamoxifen.
khi dang diéu tri tamoxifen.

Tim mach:

Céc trudong hop kéo dai khoang QT va loan nhip that da duoc bao céo.

Fluoxetin nén dugc sir dung thén trong ¢ nhiing bénh nhén c6 cac bénh ly nhu hdi chimg
QT dai bam sinh, tién sir gia dinh ¢6 QT kéo dai hodc céc tinh trang 1am sang khéc co
khuynh hudng dan t&i loan nhip tim (vi du, ha kali méau, ha huyét ap, nhip tim chim, nhoi
méu co tim cdp hodc suy tim trai); ting phoi nhiém vm fluoxetin (vi du suy gan); s dung
dong thoi véi céc thude gdy ra QT keo dal va/hoidc xodn dinh.

Néu bénh nhan da dugc diéu trj bénh tim 6n dinh, nén xem xét lai dién tdm b trude khi bit
dau diéu tri.

Néu déu hiéu loan _nhip tim xay ra trong qua trinh diéu tri voi fluoxetin, nén ngimg diéu tri
va lam dién tam db.

Sut can:

Sut can co thé xdy ra 0 bénh nhan ding fluoxetin nhung thudng ty 1€ thuéan vOi trong luong
ban dau ciia co thé. Hiém khi bénh nhan trdm cam hoic bénh nhén mic ching cudng an vo
do dang dung fluoxetin phai ngung thube do sut can.

doxifen, mét trong nhimg chat
o d0, nén tranh st dung fluoxetin



Bénh tiéu du"dng
O bénh nhén tiéu dudng, diéu tri v6i SSRI ¢6 thé lam thay dbi kiém soat du'
duwong huyét da xay ra trong qua trinh diéu tri voi fluoxetin va tang dutmg huyet» uat

hién sau khi ngimg thudc. Insulin va/hodc thudc ha dudng huyét duéng uffﬂgi Wth”
dugc diéu chinh. (1=
Akathisia: \xl D

Viée sir dung fluoxetin ¢6 lién quan dén su phat trién ctia akathisia, déc&mﬁg B’ﬁp%g Son
chén kh¢ chiu hodc budn phlen va can phai di chuyen thuong xuyén kem fhgo 1&]10115;26 kha
nang ngdi hodc dimg yén. Pidu nay rat co thé xay ra trong vai tudn dau dleﬁ-t'ﬁ O nhitng
bénh nhén c¢ nhing tri€u ching nay, tang lidu co thé gay bat loi.

Héi chirng cai thuéc khi ngimg diéu tri SSRI:

Hoi chting cai thude khi ngirng dung thubc 1a phd bién, dic biét neu ngung thuoc dot ngot.
Nguy co gap phai hoi ching cai thude c6 thé phu thudc vao mot s6 yéu to bao gdm thoi gian
va liu d1eu tri, ty 1¢ giam liéu. Choéng mat, r6i loan gidc quan (bao gém cam giac khic
thudng), rbi loan gide ngi (ching mét ngll va nhitng con 4dc méng). suy nhugc, kich dong
hoic lo ldng, budn ndén va/hoic 6i mira, run va nhirc dau ]a nhitng phan Ung théng thuong
nhat. Noi chung céc triéu ching nay nhe dén trung binh, tuy nhién, & mot s6 bénh nhan ¢6
thé nang. Céc triéu chung nay thudng X4y ra trong vai ngay dau sau khi ngung diéu tri. N6i
chung céc triéu ching nay 1a tu han ché va thuong hét trong vong hai tudn, mac di & mot
s6 ngudi co thé keéo dai (tir hai dén ba thang trd 1én). Do d6é nén giam heu SSRI dan dén
trong mot vai tuan hodc vai thang trude khi ngirmng thude, tiy theo nhu cau ctia bénh nhan.
Xudt huyét:

Pa ¢ bao céo vé chay mau trén da bat thuong chang han nhu ching loan dudng da va ngira
khi dung SSRI. Vét bam mau da dugc bdo cao khi diéu tri voi fluoxetin, nhung khéng
thuong xuyén. Céac triéu chung xuat huyét khac (vi du: xudt huyet phu khoa, chay mau
duong tiéu hoa va chay mdu da hoac niém mac) hiém khi xay ra. Can thén trong khi dung
SSRI déc biét khi dung cung thude chong déng duong ubng , thudc ¢6 tac dung 1én chuc
nang cua tiéu cau (vidu thude chéng loan than khéng dién hmh nhu clozapin, phenothiazin,
hau hét thude chong trAm cam ba vong, aspirin, NSAID) hoac cac thudc khéc co thé lam
tang nguy co chay mau, bénh nhén c6 tién su r6i loan chay
Gian dong fr:
Gian dOng tor da dugce bao cao lién quan dén fluo do d6, can than trong khi sit dung
fluoxetin & bénh nhan ting nhin ap hodc nhiing ngudi coé nguy co ting nhan ap goc hep cap
tinh.

Tri liéu séc dién (ECT):
Co bao cao hiém gap vé dong kinh kéo dai & bénh nhén dung fluoxetin dugc diéu tri ECT,
do d6 can than trong.

Héi chitng serotonin hodc cdc triéu chimg gzong héi chikng de tinh do thudc an than:
Trong nhiing trudng hop hiém gdp, su phét trién clia hdi chitng serotonin hodc céc triéu
chimg giong hdi chimg 4c tinh do thudc an than da dugc bao cdo lién quan dén viéc diéu tri
fluoxetin, ddc biét khi dung phdi hop véi cac thude tac ~dong lén he serotonergic khac
va/hodc thude an than. Do nhitng triéu ching nay co thé din dén céc tinh trang nguy hiém
dén tinh mang, nén nging s dung fluoxetin néu xay ra cac triéu chiing nhu: tdng than nhiét,
cung co, mia gidt, trang thai bat 6n ¢6 thé kém cac bién ddi nhanh chéng cua cac dau hiéu
sdng con, thay ddi trang thai tinh than bao gom nham 18n, kho chiu, kich déng tién trién toi
mé séng va hén mé, va tién hanh diéu tri hd tro.

Thuéce tic ché MAO khéng chon loc khéng thudn nghich (nhu iproniazid):

Mot so truong hop nghiém trong va déi khi gdy tir vong di duoc bao cdo & nhitng bénh nhéan
dung SSRI két hop véi thude tre ché MAO khong chon loc, khong thudn nghich (IMAO).




Nhirng trudng hop nay xudt hién véi cac dic diém gibng voi hoi chirng serotonin (¢6 thé bi
nhim véi hoi chimg 4c tinh do thudc an thin). Cyproheptadin hodc dantrolen c6 thé duoc
sir dung cho bénh nhén ¢ triéu ching nhu véy. Cac tri¢u chimg cia twong tac thuoc voi
IMAO bao gom ting than nhiét, cing co, mua glat trang thai bét én co Lhé;)
ddi nhanh chéng ctia cac dau hiéu sdng con, thay ddi trang théi tinh than, hag gom nha
khé chiu, kich dong tién trién t&i mé sang va hon mé. [/ SONG TY
Fluoxetin chéng chi dinh khi két hop v6i IMAO. Do anh hudng kéo dai halp){lula% ws
diéu tri voi fluoxetin chi nén bt dau 2 tudn sau khi ngimg dung IMAO TlIO‘h% ﬁit
sir dung fluoxetin it nhét 5 tuan trude khi bat dau dung IMAO. WA Al

- Thude ¢é chita lactose: Bénh nhan mic cac r0i loan di truyen hiém ga@e‘ﬂ% g nap
fructose, dung nap galactose, galactose huyét hay rdi loan hap thu glucose-galactose khong
nén str dung thude nay.

9. Sir dung thudc cho phu nit c6 thai va cho con bu:

* Thoi ky mang thai:

Mot sb nghién ciru dich t& hoc cho thdy ting nguy co cac khuyét tat tim mach lién quan dén
viéc st dung fluoxetin trong tam ca nguyét dau. Co ché nay chua duoc biét. Nhin chung,
nguy co tré so sinh ¢6 khuyét tat tim mach ¢ nhom dbi tuong c6 phoi nhiém fluoxetin & me
14 2/100, trong khi nguy co nay ¢ quan thé chung khoang 1/100.

S6 liéu vé dich t& hoc cho thay viéc sir dung SSRI trong thai ky, ddc biét 1a giai doan mudn
cua thai ky, co6 lién quan dén tang nguy co ting 4p dong mach phéi dai dang & tré so sinh
(PPHN). Nguy co nay la khoang 5/1000 trong nhom dbi twong mang thai c6 phoi nhiém
fluoxetin, trong khi, c6 1-2 trudng hop PPHN trén 1000 trudng hop mang thai néi chung.
Khoéng nén dung fluoxetin trong thoi gian mang tha1 trir khi tmh trang lam sang cua nguoi
phu nit can diéu tri véi fluoxetin va c6 Iy do hop 1y vé nguy co tiém an dbi véi thai nhi. Nén
tranh dimg thube dot ngdt trong thoi ky mang thai. Hon nira, mdc du fluoxetin ¢6 thé dugce
su dung trong thai ky, can than trong, déac biét la giai doan mu¢n cua thai ky hodc ngay trugc
khi bat dau chuyén da vi mét sé tac dung khéng mong mudn khac da dugc ghi nhén & tré so
sinh: khé chiu, run, ha huyét ép, khoc dai ding, kho ba hodc khé ngu. Nhiing triéu ching
nay cho théy tac dong 1én hé serotonergic hodc hdi ching cai fighién. Thoi diém xuét hién
va mirc do kéo dai cta cac triéu ching nay co thé lién q Gén thoi gian béan thai dai cua
fluoxetin (4-6 ngay) va chét chuyén hoéa con hoat tinh, notfluoxetin (4-16 ngay).

* Thoi ky cho con bu:

Fluoxetin va chét chuyén hoa norfluoxetin phan bb vao sita me. Céc tac dung khong mong
mudn da duoc bao cdo g tré bu me. Néu diéu tri bang fluoxetin la can thiét, nén ngimg cho
tré bt me. Tuy nhién, néu tiép tuc cho tré bu sita me, nén dung liéu fluoxetin thip nhét c6
hi¢u qua.

10. Anh huéng ciia thube 1én kha niing i xe, vin hanh may moc:

Fluoxetin khong anh hudng hoédc anh hudéng khéng dang ké dén kha nang 14i xe va van hanh
méay moéc. Méc du fluoxetin da dugc chimg minh la khong anh huéng dén hoat dong than
kinh & nhitng ngudi tinh nguyén khoe manh, nhung bat ky loai thudc than kinh nio ciing c6
thé 1am giam kha nang danh gla hoac ky nang. Bénh nhan nén dugc khuyén tranh lai xe
hodc van hanh may moéc cho dén khi chac chin thubc khong anh hudng dén kha ning l4i xe
va van hanh may moc.

11. Twong tac, twong Ky ciia thudc:

* Twong tdc cria thudc:

Thoi gian béan thai: Phai luuy dén thoi gian ban thai kéo dai cua ca fluoxetin va norfluoxetin
khi xem xét cac twong tac duoc luc hoc hodc duge dong hoc.
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Chéng chi dinh phoi hop

Cdc thuée IMAO: Mot s6 trudong hop nghiém trong va déi khi gay ti vong da duge bao cao
0 nhitng bénh nhén dung SSRI két hop voi IMAO.

Nhimng truong hop nay xuét hién véi céc dac diém gidng véi hoi chung serotonin (co thé bi
nham véi hoi ching 4c tinh do thude an thin). Cyproheptadin hodc dantrolen c6 the dlmc
str dung cho bénh nhéan c6 tri¢u chimg nhu vay. Céc triéu chiing cua tuopg i
IMAO bao gém: tang than nhiét, cing co, mua gidt, trang thai bét én cc} the Rem “cac bién
d6i nhanh chéng cua cac dau hiéu séng con, thay dbi trang thai tinh thai}’/bao ooﬁl‘hlﬁgm'
kho chiu, kich ddng tién trién toi mé sang va hén mé. ‘t" ' i [:‘ o '
Fluoxetin chéng chi dinh khi két hop v6i IMAO. Do anh hudng kéo da1 héﬁ iua%sa
diéu tri voi fluoxetin chi nén bat ddu 2 tudn sau khi ngimg dung IMAO Firan \
sir dung fluoxetin it nhat 5 tuan trudc khi bit dau ding IMAO.
Metoprolol dung trong suy tim: Nguy co gép phai tic dung khong mong mudn cta
metoprolol (bao gém nhlp tim cham) c6 thé tang 1én do rc ché chuyén hoa cia fluoxetin.
Khong khuyén cdo phoz hop

Rurgu: Fluoxetin khong lam tang néng do cbn trong mau hogc lam ting anh huéng cia rugu.
Tuy nhién, khong nén uéng ruou khi diéu tri voi SSRI.

Tamoxifen: Tuong tac duge dong hoc gilra thudc trc ché CYP2D6 va tamoxifen da duoc bao
c4o: ndng do trong huyét tuong clia mot trong nhimg chat chuyén héa cé hoat tinh manh
hon cua tamoxifen (nhu endoxifen) gidm 65-75%. Giam hiéu qué cta tamoxifen da duoc
béo cdo khi sir dung ddng thdi véi SSRI. Nén tranh phéi hop.

IMAO-A bao gom linezolid va methylthioninium clorid (xanh methylen): Nguy co hoi chimg
serotonin bao gom tiéu chay, nhip tim nhanh, d6 md héi, run, bdi réi hodc hon mé. Néu
khong thé tranh str dung dong thoi, nén tién hanh theo ddi 1am sang chat ché va giam liéu
khoi dau.

Mequitazin: Nguy co gap phai cac tac dung khong mong mudn ciia mequitazin (nhu QT kéo
dai) c6 thé tang lén do fluoxetin e ché chuyén hoa mequitazin.

Than trong khi phoz hop: \ ’
Phenytoin: Thay doi noéng do phenytoin trong mau da du an sat khi két hop vdi

fluoxetin. Trong mot s6 truong hop, biéu hién doc tinh da xZ& ra. Can can nhac ké hoach
xét nghiém ndng do thudc trong mau va theo déi tinh trang 1am sang.

Cdc thude tdc dong lén hé serotonergic (lithi, tramadol, triptan, rr)p/ophan selegilin
(IMAO-B), St Johns Wort (Hypericum perforatum)): D& c6 bao cao vé hoi ching serotonin
nhe khi ding SSRI véi thude ciing ¢6 tac dong 1én hé serotoninergic. Do d6 nén giam sat
lam sang chat ch& hon va thuong xuyén hon khi dung dong thoi fluoxetin véi cac thude nay.
Cdc thuéc kéo dai khodng OT: Cac nghién ciru vé trong tac duoc luc hoc va duge dong hoc
gifra fluoxetin va céc thudc kéo dai khoang QT chua duoc thuc hién. Khong thé loai trir
tuong téc gifta fluoxetin va cac thudc nay. Thén trong Kkhi str dung fluoxetin voi cac thude
lam kéo dai khoang QT, nhu thube chbng loan nhip cap do 1A va III, thuoc chéng réi loan
tam than (nhu dan xuét phenothiazin, pimozid, haloperidol), thude chéng tram cam ba vong,
mét sd khang sinh (sparfloxacin, moxifloxacin, erythromycin tiém tinh mach, pentamidin),
thude didu tri sét rét dac biét la halofantrin.

Cdc thudc dnh huong dén hong cau (thuoc chong dong dwong uong bdt ké co ché cia
chung, thuéce chong ker tap tiéu cdu bao gom aspirin va thude chong viém khéng steroid
(NSAID): Nguy co xudt huyét. Theo doi lam sang va thuong xuyén theo doi INR khi két
hop véi thubc chong déng dudng uong Xem xét didu chinh liéu trong thoi gian diéu tri voi
fluoxetin va sau khi ngung dung thude.

Cyproheptadin: Co mét so trudng hop don 1€ bao cao vé hoat tinh chéng trAm cam giam ctia
fluoxetin khi dung két hop véi cyproheptadin.
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Thuéc ha natri mdu: Ha natri mau la mot tac dung khdng mong mudn cia fluoxetin, St
dung két hop v6i cac thube khac co lién quan dén ha natri mau (nhu thude 101 tiéu,
desmopressm carbamazepin va oxcarbazepin) c6 thé lam ting nguy co ha g@tm
Thuéc giam ngudng déng kinh: Dong kinh 1a mét tac dung khong monamuéﬁf Y4 "‘ﬂp
Sir dung két hop véi céc thube co thé 1am glam ngudng co giat (nhu uE)c ﬁh@mgtr‘ fsb am
ba vong (TCA), SSRI, phenothiazin, butyrophenon, mefloquin, cp}eroquﬁn’HbUpr pl
tramadol) c6 thé 1am ting nguy co co giit. (1 OUOC PHAM /)
Cdc thuée chuyén héa béi CYP2D6: Fluoxetin 1a mét thude tre ché manh eﬁﬂyn{z CY]}
do d6 dung cung véi cac thube bi chuyen hoa boi hé enzym nay céd the:déﬁy g‘léﬂﬁ; Mg tac
thude, dic biét 1a nhimg thube co cira s dleu tri hep (nhu flecainid, enca‘ﬁ"f‘ﬁ"‘x}mblastm
propafenon va nebivolol), nhitng thudc can chinh liéu theo dap tng (atomoxetin,
carbamazepin, TCA, va risperidon). Nén dung liéu khéi ddu hodc diéu chinh lidu & muc
thép nhét cua khoang lidu.

* Twong ky ciia thuéc: Do khong c6 cac nghién citu vé tinh tuong ky cta thude, khong tron
1dn thubc nay vai cac thude khac

12. Tac dung khéng mong mudn ciia thube:

Téan suat xuét hién: R4t thudong gép (ADR > 1/10); thuong gap (1/100 < ADR < 1/10); it gap
(171000 = ADR < 1/100); hiém gap (1/10.000 < ADR < 1/1000); rat hiém gip (ADR <
1/10.000); tin sut khong r6 (tan suat chua xéc dinh duoc).

Hé co quan  |Téan suit T4c dung khéng mong muédn

Méauva Hiém gap Giam tiéu cau, giam bach cdu trung tinh, giam bach cau
bach huyét

Hé mién dich |Hiém gap Quéa man, bénh huyét thanh

Hé noi tiét Hiém gap Héi ching bai niéu khéng thich lh::p/

Chuyén hoa va [Thuong gap Chéan dn

dinh dudng Hiém gip Ha natri mau

Tam than Rit thuong gap [Mat ngu

Thudéng gdp  |Lo lang, cang thang, bon chén, giam ham mudn, réi loan
gidc ngu, ac mong

it gap R&i loan giai thé nhan cach, suy nghi bét thudng, kich
thich, nghién rang khi ngt, ¢6 hanh vi vay mudn tu sat

Hiém gap Hung cam nhe, 4o gidc, kich dong, hoang so, béi réi, kho
nudt, gy han

Hé thén kinh  [Rét thudng gip [Pau dau

Thudng gap  |Gian doan chu y, hoa mét chong mat, rdi loan vi giac, the
0, ngu ga, run

It gép Tang dong, roi loan vén dong, rbi loan cén béng, ching
may co, suy giam tri nhé
Hiém gap Co giét, ching ngdi khong yén, hdi chirng Buccoglossal,
hoi chiing serotonin
Mit Thuong gap  [Nhin mo
it gap Gian dong tir
Tai it gap U tai
Tim Thuong gap  |Tréng nguc, QT kéo dai

Hiém gap Loan nhip that
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Hé& mach Thuong gép Chung dé bung
ft gap Ha huyét ap
Hiém gip Viém mach, gidn mach
Hb hap Thuong gap  |Ngap
it gap Khé thé, chay mau cam
Hiém gap Viém héu hong, viém phéi
Tiéu hoa Rét thuong gip |{a chay, budn nén
Thuong gap  |NOn, khé ti€u, khoé miéng
ft gap Kho nudt, xuét huyét dudng tiéu hoa
Hiém gip DPau thuc quan
Gan mat Hiém gap Viém gan co dia
Dava Thuong gdp  |Phat ban, may day, ngira, ting tiét mo hoi
mé dudida it oap Rung téc, tham tim, toat md hoi lanh
Hiém gap Phu né, vét bAm tim, nhay cam énh sang, ban xuét huyét,
hong ban da dang, hoi chimg Stevens-Johnson, hdi ching
Lyell
Co xuong Thuong gdp  |Pau khop
khop it gap Co co
Hiém gip Dau co
Than tiét niéu [Thuong gip  |Tiéu nhiéu lan
ft gap Khé tiéu )
Hiém gap Bi tiéu, tiéu rat /
Hé sinh duc  |Thuong gap Xuét huyét phu khoa, liét W rdi loan xuét tinh
it gap R6i loan chirc ning sinh duk:
Hiém gap Bé kinh, ting prolactin huyét, cuong duong kéo dai
Chung Rét thuong gip Mét moi
Thuong gdp  |Bon chén, 6n lanh
It gap Khé chiu, cam gi4c bat thudng, cam gidc lanh, cam gidc
nong
Hiém gap Xuét huyét niém mac
Dang nghién |[Thudng gdp  |Gidm cén
cuu It gap Ting transaminase, ting Gamma-glutamyltransferase

13. Qua liéu va cach xir tri:

Bzeu hién: Fluoxetin c6 pham vi an toan tuong d6i rong. Khi udng qua liéu, triéu chung chu
yéu la budn nén, ndn. Ciing thiy triéu ching kich dong, hung cam nhe va cic déu hiéu kich

thich than kinh trung wong.

Xir tri: Chu yéu 12 diéu tri triéu ching va hd trg. CO thé cho dung than hoat va sorbitol. Duy

tri h6 hip, hoat dong tim va than nhiét. Néu can, dung thube chéng co gidt nhu diazepam.

Céc bién phap thAm phéan mau, 1¢i niéu bt bude hodc thay mau c6 1€ khong 6 hiéu qua do

thé tich phan b6 16m va thude lién két nhiéu véi protein.
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14. Dic tinh dwgec lye hoc:
Ma ATC: NO6ABO3.
Fluoxetin 12 moét thude chéng tre‘}m cam hai vong co tac dung wrc ché chon loc thu hdi
serotonin tai trudc synap clia cac té bao than kinh serotoninergic, 1am tang nbng do serotonin
dén sau synap, tir d6 cai thién céc tridu chimg trdm cam & bénh nhén trim cam. Chét.e yen
hoa chinh cua fluoxetin la norfluoxetin cing c6 tac dung tuong tu nhu ﬂuox;etm“(éod

qua 1am ting ndng do serotonin rat manh. Tuy fluoxetin ¢o tac dung lam/féng nhaph

d6 serotonin tai khe synap serotoninergic cua té bao than kinh nhung h1eu:qua cai thién ¢ c,
triéu chimg 14m sang vé trdm cam trén bénh nhan lai rat cham, thuong phal tirB45 hﬁﬂ
vay truong hop trdm cam nang khong thé thuyén giam ngay khi diing thué@ nayir ;,"V
Khong giong nhu cac thudc chdng tram cam 3 vong cii hodc mot vai thude chgmgrtra“ﬁl
khéc, véi liéu diéu trj fluoxetin chi ¢6 tac dung trc ché chon loc trén kénh thu hdtserotonin
ma it ¢6 tac dung trén céc thu thé khac nhu khang cholinergic, chen aj-adrenergic hoac
khang histamin. Vi vdy, nguy co tac dung phu do khang cholinergic (khd miéng, md mit,
bi tiéu, tdo bén), chen ai- -adrenergic (ha huyét ap tu thé ding) hogc khang histamin (budn
ngu) it gdp khi sir dung diéu tri bang fluoxetin.

15. Déc tinh dwgee dong hoc:

- Hap thu: Fluoxetin duoc hép thu tot & duong tiéu hoa sau khi ubng va dat nong do tbi da
sau 6-8 gio. Sinh kha dung dudng udng khoang 95%, thirc an khong anh hudng dén quéd
trinh hép thu cta thude.

- Phdn bé: Fluoxetin phan bd rong khip co thé va lién két cao véi protein huyét trong (xép
xi 95%). Vg4 khoang 35 lit’kg.

- Chuiy én héa: Thude bi chuyén héa manh & gan boi enzym CYP2D6 thanh norfluoxetin 12
chét chuyén hoa con hoat tinh.

_ Théi trir- Ca fluoxetin va norfluoxetin déu thai trir rat chdm qua nude tiéu. Thoi gian ban
thai cla fluoxetin (sau khi dung liéu duy nhat) khoang tir 2-3 ngay va cta norfluoxetin lg
o noay 1"1hung sau khl dung l1eu nhic 1a1 toc do tha1 Uu crlam d1 thoi Ulan ban tha1

cao tudi hodc ngudi bénh suy glam chirc néng thén khi ding fluoxetin lidu duy nhat,

véy, vi thude c6 thoi gian ban thai tuong dbi dai va bién dbi khong tuyén tinh sau khi ung

dai ngdy, nghién cuu lidu duy nhat khong du dé loai kha nang dugc dong hoc bi bién dbi ¢

nguoi cao tu01 hodc nguoi giam chire ning than. Ngudi xo gan do ruou co thoi gian ban thai

dai hon, gan gip déi & ngudi binh thuong.

Thoi gian ban thai cua thudc bi thay doi nhu vay cé thé do thubc trc ché enzym chuyen héa

trong gan. Piéu nay dic biét quan trong vGi nhitng nguoi bénh c6 luong enzym gan rat thap,

va biéu hién nay c6 tinh di truyén. Nhitng ngudi bénh th1eu enzym CYP2D6 thuong c6 thoi

gian ban thai va dién tich dudi dudng cong tang gép 4n so voi ngudi binh thuong.

16. Quy cach dong goi:

Hop 2 vi x 14 vién nang cung. Kem theo to i sfg dan st dung thudc.

17. Piéu kién bao quén, han dung, tiéu chuan chét lwong ciia thudc:

Béo quan: Noi kho, nhiét do dudi 30°C.

Han dung: 36 thang ké tir ngay san xuat. Khéng duwoe dung thudc da qua han dung.

Tiéu chuén chét lwong: TCCS.

18. Tén, dia chi cua co' s& san xudt thude:

Tén co sé sin xuit: CONG TY CO PHAN DUQC PHAM H«A’“TAY M,

Dia chi: T6 dan phd s6 4 - La Khé - Ha Dong - TP. HaNoi / —mwn S N
DT: 02433522203  FAX:024.33522203 ;
DT: 024.33824685  FAX:024.33829054 0 I ST
Hotline: 024.33 522525 \" S "; A




