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Fluotin 20

Tén thulc

Fluotin 20

Cac div hi¢u lvu ¥ v khuyén cdo khl ding thuge
trurére khi dii

Thanh phin cdng thire thusc i

Thanh phdn hoat chit:

Fluoxetine.... ... Elrriiinst.

(duén dang fluoxetine hydrochloride 22,4 mg)

Thanh phan t4 duyc:

Lactose monohydrat, microcrystallin cellulose, magnesi stearat, colloidal

silica khan. .

Dang bao ché

Vién nang curng

Vién nang cimg 3 3, du va thin mau Ir dAu in

*x3" mau den, chira b hude mau kg 0O "0 09

Chi djnh

Fluotin 20 dugc chi dinh du trj

TrAm cam,

R&i logn xung lyc burc - &m

Chamg 8n 0 09 cudmg anh,

HOi chimg hodng sg.

RGi loan ti¢n kinh nguyét.

Cich ding, i ding -

Fluotin 20 dugc ding theo dudng :

Ngui Ién: Lidu ban dAu thurdmg diing cla fluaxetine 1A 20 mg X 1 ln/ngay

ubng vao budi sang. Néu khdng cd dAp img 1am sang sau nhidu twan, du

hang ngdy o8 thé dugc thng dan, I dén 15i da 1A BO mo/ngdy (60 mg 4

mwmm).mmmmwmwmmmzm.

vi dy vao bubi sang va budi tnra, holic 1 Br/ngdy.

Tré em 8 tudi tré n: Lidu ban dAu 13 10 mg, ciin duoc tng dén 20 moingdy

sau 1 tln (ngoai trir & tré em nhe cin khong nén ting B2y trong vai tuln va

sau 36 chi khi nao kém dap ung lam sang). )

Chidmg &n vd dd: Lidu khuyén céo 1A 60 mg x 1 An/ngay.

.20 mg

trién.

RSi tidn kinh nguyét: Li2u 20 mg/ngay dugrc sir dung didu .
M%c?nmnﬁcmunmmmduﬁﬁpdﬂm chu ky
méi. fuoxetine nén dugc bt diu 14 ngdy trede khi bit d3u chu ky kinh
nguyét va bép tyc cho dén ngdly diu bén cla chu ky kinh nguyét. C6 thé vép
mﬂuﬁmsm;mdﬁdﬁmm&mmmu{pmﬂumm
Bénh nhain cao e Khuyén c4o ding bu thip hom hoic It thudmg xuyén hon
Fluoxetine duge chuyén héa & gan, do d6, i2u thip hom, nhur ding 2u
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Qué4 min véri fluoxetine hodic bat cir thanh phan nao cda thubc.
cgmgcwmmmmmu:mnenm fuoxetine

Khdng nén ding thioridazin v&i luoxetine hodc t6i thiéu 5 tuln sau khi 43
Cinh béo va thin trong khi ding thubc ;

Vi tAc dyung gy ddng kinh, nén ding than trong céc thuc SSRI & nhimg
bénh nhan bj ddng kinh hodic.cd tidn sir cc rGi logn ndy. Nén ngung digu
tri néu con ddng kinh phat trién holic gia ting tn sulit ddng kinh,
Bénh nhan bj bénh tim hodc c6 bén sir r6i loan chdy mau.

Bé&nh nhan bj ting nhén &p goc déng.

Bénh nhan bj tiéu dudmg vi cAc thubc SSRI cb thé thay d8i viéc kiém sot

:

Fluoxetine bj chuyén héa & gan nén ding thdn rong hodc giam héu &

bénh nhan suy chirc nAng gan. . ,
Bénh nhéan nén dugc theo dbi chit ché subt giai doan didu trj ban diu, dén
khi cai thién dang k€ bénh trAm cim vi tv tir 1A m{t nguy co gdn lidn voi
bénh nhan trAm cam. e - -

Fluotin 20 cé chira 1 dugr lactose. Khng nén ding thubc nay cho bénh

" nhén ¢4 cAc vin 68 v di truy®n hifm glp khdng dung nap galactose, thiéu

hyt enzym lactase toan phan hay kém hép thu glucose-galactose.
Sir dyng thubc cho phy nir c6 thai vi cho con bd

Phy nlr c6 thal A

Tinh an toan clia fluoxetine chura dugc thiét I§p trong thei ky mang thai va
vi thé khdng khuyén céo dung fluoxetine. ¢

Fluoxetine va chdl chuyén ha cia n6 phan bg vao sra me. Vi thé, khdng
nén dung fluoxetine & phy ndr cho con bd va nén thding bao cho bac sTnéu
dy dinh cho con bd. -

Anh hurémg ciia thubc I&n khi ning I4i xe, vin hinh miy méc
Méc di fluoxetine cho thiy khdng gay anh hudmg dén tam thin vin ddng
& nhimg ngurdi tinh nguyén khde manh, bat cir thubc &nh hurdmng thin kinh
ndo cing cb thé 1am suy gidm 6c suy xét hodc cac k§ ning. Bénh nhan
nén tranh 14 xe holic vin hinh may méc nguy hiém cho dén khi chic chin

hoat ddng ca ho khdng bj &nh hudmg.

Tuong tic, twong ky cia thubc

Tuong téc clda thubc

Chuyén héa cla fluoxetine ién quan dén h¢ thlng isoenzym thudc
cytochrom CYP2D6 & gan. Didu trj 8dng thid véi cac thube chuyén héa

_ dﬂﬂybﬁiso&nmnrﬂy.vﬂcﬂdisdlﬂumhep{dﬁwh&nm.

encainid, va céc thubc ching trdm cim 3 vdng), thi phai bit
d3u hodic didu chinh cAc thubc ndy & pham vi iy thp. Di2u ndy cling &p
dyng néu fluoxetine 43 dugc ding tong 5 wldn twéc ds. . i
Liéu phép sBc dién (ECT): Con co gidt kéo dai khi diu tr] ddng thei voi

fluoxetine hi€ém khi xdy ra. 1o : @ _ v I
Thudc gin k&t véi protein: VI fluoxetine gén két nhidu vén protein, v& Iy
thuyét thuSc c6 thé bj adly ra khdi vi bl két holic cd thé thay thé v tri

g in At L& cAc thusc gén Lt vé' proizin nhu thus thing dding Guomg
uing, A Cio tuon. 8400 il arg i) Mexeing vol 5Lk Uinoc 180
gfn két nhidu véi protein nén dugc theo ddi vz «hd ndng bj cac tac dyng
khong mong mudn bén quan dén viéc didu Uj nay. J
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Nhirng thubc tac dung trén thiin kinh trung rong nhu lithi nén duge ding
than trong vén fluoxetine. Ndng @9 lithi tng hodc gidm va cling cb thé ng
@0c lithi. Can theo ddi ndng d lithi.
Nhimg bénh nhan, 6n dinh trwée d6 voi phenytoin, khi bit diu didu try
g thii vl fluoxetine 1Am gia tAng ndng d0 phenytoin trong huyét teong
va d0c tinh cia phenytoin v@ IAm sang
Tuong ky cia thuée n
Do khoing c6 cc nghién ciru v tinh wong ky cla thube, khdng tron 1An
thubc nay véri céc thubc khac.
Téc dyng khdng mong mudn clda thubc
odp (ADR 2 1/10)

Toan than: Mét moi
Titu héa: Titu chy, budn ndn
TAm thAn: MAt ngd
Thin kinh: Dau dau.
Thudmng gdp (1/100 S ADR < 1/10)
Toan than Cam giacﬁumén lgnh

i6u héa: Non, khd b, khd migng. ,
ﬁm thin' Lo Au, hét hodng, thao thire, cAng thdng, gidm ham mudn finh
dyc, r8i loan gidc ngd, giic ma bét thudng. _
Than kinh. Hoa mét, loan v gi4c, thé @, budn ngu, run.
Chuyén héa va dinh dudng: Gidm sy thém an
MAL Nhin m&.
Tim mach: Banh tréng ngyc.
Mach mau: Chung dd bimg.
HO hdp. Ngap | _
Da va mo dudi da: Phét ban, néi may day, ngura, Uing tiét md hix
Ca xwong. md lién két va xuong: Bau khap.
Than va vét niéu: D1 béu thudmg xuyén
Co quan sinh sdn va viz: Chay méau phy khoa, suy gidm chire niing cuong
duong, rGi logn xudt tinh.
kt gdip (1/1.000 < ADR < 1/100)
Todn than: Khé chiu, cAm giac bt thudng, cim gic lanh, cAm gidc néng

¢ Titu héa: Khé nudt

Tam thn: Tm trang phdin chdin, sing khodi, suy ngh bat thuémng, cyc
khodl béit thuémg, nghién rang.

" Thiln kinh: Tang hoat ddng tAm thin, ri loan vin ddng, mét didu hoa, rd

logn cin bng, o gidt co.

MAL Gisin ddng tlr,

Mach mau: Ha huyét ap.

Da va md duéi da: Ryng t6c, tAng xu huéng by bam tim, ra md hdi lanh

Co xwrong, md lién két va xurong: Co gidt co.

Thin v tét nidéu: Kho tiéu.

Co quan sinh s&n va vi: Suy gidm chirc néing tinh dyc.

Hiém glip (1/10.000 < ADR < 1/1.000)

Tiéu hda: Pau thyc quan.

Mién dich: Phan (mg phin v§, bénh huyét thanh.

Chuyén héa va dinh dudmng: Ha natn huyét

TAm thin: Hung phén nhe, hung cim, &0 gidc, kich ddng. can hodng sg.

Thiin kinh; Co gidt, brt rirt, hdi chimg ming ludi.

Mach mau: Viém mach, gidn mach.

Da va md dudi da: Phi mach, bam méu, phan (mg nhay cdm énh sng.

ban xudt huyét

HA hdp: Viém hong.

Th4n va tift niu: Bl bfu.

Sinh sdn va vii. Chimg tiét nhidu slra.
etine

nhimg bénh nhan da ding s6 luong qua murc thudc ching wAm cAm ba
vong néu hg dang dung hodc di ding fluoxetine gin day.

Diic tinh duge lyrc hoc .

Nhém duge Iy Thudc ehdng tm cim, cAc thube (e ché thi thu nhip

serotonin chon loc. '
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BAo quan trong bao bl kin, noi khd. Nhigét 4 khdng qué 30°C,
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Fluotin 20

Name of the medicinal product

Fluotin 20

Special notice and recommendation

Keep out of reach of children

Read the package insert carefully before yse

ualitative and quantitative composition

ECM ingredient:

FIUCEBINME o e o sttt st i batarmemmtonsnetstos o et
(as fluoxetine hydrochloride 22.4 mg)

Excipient ingredients:

Lactose monohydrate, microcrystalline cellulose, magnesium stearate,
colloidal anhydrous silica.

Pharmaceutical form

Hard gelatin capsufe.

Hard gelalin capsule size No. 3, off-white cap and body, imprinted logo
" on cap with edible black ink, containing white powder,

Indications

Fluotin 20 is indicated for-

Depression.

Obsessive-compulsive disorder.

Bulimia nervosa.

Panic disorder,

Premenstrual dysphoric disorder.

Administration and dosage

Fluotin 20 is administered orally.

n.epre’ﬂﬁﬂ:

Adufts: The usual initial dose of fluoxetine is 20 mg once daily in the
moming. If na clinical response is seen after several weeks. the daily dose
may be gradually increased, up to a maximum of B0 mg daily (60 mg in the
eiderly). Doses above 20 mg daily may be given in 2 divided doses, for
example in the morning and at noon, or as a once daily dose.

Children aged 8 years and over; Initial doses of 10 mg should be
increased to 20 mg daily after 1 week (except in low-weight children when
such increases should not be made for several weeks, and then only if the
clinical response is insufficient).

Bulimia nervosa: The recommended dose is 60 mg once daily.
Obsessive-compuisive disorder:
Adults: The initial dose of fluoxetine is 20 mg once daily increased after
several weeks if there is no response 1o up to 60 mg daily. Up to 80 mg
daily has been used, sometimes divided into 2 doses. :
Children aged 7 years and over. The starting dose is 10 mg daily; in
low-weight children this is increased after several weeks to 20 to 30 mg
daily, if required. Adolescents and heavier children may be increased to
20 mg daily after 2 weeks; further increases to 60 mg daily may be made
after several weeks, as :

Panic disorder: The initial dose is 10 mg once daily. After a week, the
dose should be increased to 20 mg daily, further increases to 60 mg daily
may be considered after several weeks if no improvement is seen.
Premenstrual dy_‘phoﬂcditorﬂar:Adoaeo!ZOmgdaﬂyisus«edlnh
reatment. Im:nmemdnsiunisalsupemined:lueMnewwde.
fluoxetine should be started 14 days before the onset of menstruation and
mnﬁmedmﬁmmuldaydmnsuqqﬁm.Tremmayba
continued for 6 months; benefit should then be reassessed’ before
Elderly patents: A lower or less frequent dosage is recommended.
Fluoxetine Is subject to hepatic metabolism, therefore, lower doses, such
umnme-da?m*havebeenremmmmdinpnﬁentsm
significant hepatic impairment. '

Contraindications

Hypersensitivity to fluoxetine or any of its excipients.

Monoamine axidase inhibitors (MAOI): Fluoxetine should not be used in
combination with an MAOI, or within a minimum of 14 days of discontinuing
wmmmmsmhmmemmasmmmme

elimination half-lives, at ast 5 weeks should be allowed after stoppi

fluoxetine before starting an MAOI, -
Concomitant use in patients taking pimozide is contraindicated.
Thioridazine should not be administered with fluoxetine or within a
minimum of 5 weeks after fluoxetine has been discontinued.
Special

stopped if seizures develop or when there is an increase in seizure frequency.
Patients with cardiac disease or a history of bleeding disorders.

Patients with angle-closure .
pmmmmssnumqua;gmm.
Fluoxetine undergoes hepatic metabolism and should be used with
caution and in reduced doses in patients with impaired hepatic function.
Patients should be closely monitored during early therapy until significant
improvement in depression is observed because suicide is an inherent risk
in depressed patients. if
Fluotin 20 contains lactose. Patients with rare hereditary problems of
galaciose intolerance, total lactase deficiency or glucose-galactose
Pregnancy and lactation

The salety of fluoxetine has not been established during pregnancy, and
therefore its use is not recommended.
Lactation

Fluoxetine and its metabolites distribute into human milk. Therefore,
ﬂuoxmmwhnmbemedhmmm.mmensmldbe
advised 1o notify their physician if they plan to breast-feed.
Effects on ability to drive and use machines i
M#mughﬂuoxeﬁmimsboenﬁmmlmaﬂsapsychom
performance in healthy volunteers, any psychoactive drug may impair
judgenjentnrskills. Patients should be advised to avold driving a car or
operating hazardous machinery until they are reasonably certain that their
ﬁ::mnomismm '

and incompatibilities with other drugs
Drug interactions
Fluoxetine'’s metabolism involves the hepatic cytochrome CY
isoenzyme system.' Concomitant therapy with drugs 'predominanty
metabolised by this isoenzyme, and which have a narrow therapeutic
index (such as flecainide, encainide, carbamazepine and tricyclic
antidepressants), should be initiated at or adjusted (o the low end of their
dose range. This will also apply if fluoxetine has been taken in the
previous 5 weeks, Rt
Electroconvulsive therapy (ECT): Prolonged seizures reportedly have
occurred rarely during concurrent use of fluoxetine and ECT,
Prmh-bourﬂdnxgmﬂecnmmnmshiglﬂymmhmm.mm
theoretically could be displaced from binding sites by, or it could displace
f-2m binding sites, other prote‘n-tound druas such as oral anticorgalants
«nd Cigiloxiy Patizns recziiglucxzine 'y th an highi’ U#R-L 3 ind
Wiug sivouid be obsirved Tor potential adverse effects assoclated with
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CM. ..ctive drugs such as lithium should be administered with caution wath
fluoxetine. Reports have been made of both increased and decreased
lithium levels and also of lithium toxicity. Levels of lithium should be
monitored. - *

:‘Jauens. Previously stable on phenytoin, have developed raised plasma

evels of phenytoin and clinical oin toxicity following the start of
concomitant fluoxetine therapy. SR e o

an incompatibilities

n the absence of incompatibility studies. this icinal product must not
be mixed with other MEdidna]ﬁp?m. e P -
Adverse reactions

Very common (ADR = 1/10)

General: Fatigue.

Gastrointestinal: Dlarthoea, nausea.

Psychiatric: Insomnia.

Nervous system: Headache.

Common (1/100 S ADR < 1/10)

General; Feeling jittery, chills,

Gastrointestinal. Vomiting, dyspepsia, dry mouth.

Psychiatric: Anxiety, nervousness, restlessness, tension. libida decreased,
sleep disorder, abnormal dreams.

Nervous: Dizziness, dysgeusia, lethargy, somnolence, tremor.
Metabolism and nutrition: Decreased appetite.

Eye: Vision blurred.
Cardiac: Palpitations.
Vascular: Flushing.
Respiratory: Yawning.
Skin and subcutaneous tissue. Rash, urticaria, pruritus, hyperhidrosis.
Musculoskeletal, connective tissue and bone: Arthralgia. .
Renal and urinary: Frequent urination.
Reproductive system and breast: Gynaecological bleeding, erectile
dysfunction, ejaculation disorder.
Uncommon (1/1,000 s ADR < 1/100)
General: Malaise, feeling abnormal, feeling cold, feeling hot.
Gastrointestinal: Dysphagia.
Psychiatric: Elevated mood, euphoric mood, thinking abnormal, orgasm
abnormal, bruxism.
Nervous: Psychomotor hyperactivity, dyskinesia, ataxia, balance disorder,
myoclonus.
Eye: Mydriasis.
Vascular: Hypotension.
Skin and subcutaneous tissue: Alopecia, increased tendency to bruise,
cold sweat. A
Musculoskeletal, connective tissue and bone: Muscle twitching.
Renal and urinary: Dysuria. ’

Reproductive system and breast Sexual dysfuncuon.
Rare (1/10,000 < ADR < 1/1,000)
Gastrointestinal: Oesophageal pain. _
Immune system: Anaphylactic reaction, serum sickness.
Metabolism and nutnition: Hyponatraemia. ‘
Psychiatric: Hypomania, mania, hallucinations, agitauon, panic aftacks.
Nervous: Convulsion, akathisia, buccoglossal syndrome.
Vascular: Vasculitis, vasodilatation.
Skin and subcutaneous tissue: Angioedema, ecchymosis, photosensitivity
reaction, purpura.
Respiratory. Pharyngits
Renal and unnary: Urinary retention
Reproductive system and breast: Galactorrhoea.
Overdosage and management
Cases ol overdose of fluoxetine alone usually have a mild course
Symptoms of overdose have included nausea, vomiting, seizures,
cardiovascular dysfunction ranging from asymptomatic arrhythmias to
cardiac arrest. pulmonary dysfunction, and signs of altered CNS status
ranging from excitation to coma. Fatality attnbuted to overdose of
fluoxetine alone has been exvemely rare.- Cardiac and vital signs
monitoring are recommended, along with general symplomatic and

ive measures. No specific antidote is known.

Forced diuresis, dialysis, haemoperfusion, and exchange transfusion are

unlikely to be of benefit. Acuvated charcoal, which may be used with

‘'sorbitol, may be as or more effecuve than emesis or lavage. In managing

overdosage, consider the possibility of multple drug involvement. An
extended ume for close medical observation may be needed in patients
who have taken excessive quantties of a tricyclic antidepressant if they
are also taking, or have recently taken, fluoxetine.

Pharmacodynamic properties

Pharmacotherapeutic group: Anudepressants, selective serotonin reuptake
inhibitors.

ATC code: NOGABO3.

Fluoxetine is a selective serotonin reuptake inhibitor (SSRI).

“The antidepressant, antiobsessive compulsive, and antibulimic actions of

Nuoxetine are presumed 1o be linked to its inhibition of central nervous
system neuronal uptake of serotonin.

Antagonism of muscasinic, histaminergic, and al-adrenergic receptors has
been 1o be associated with vanious anticholinergic, sedative,
and cardiovascular effects of classical ricyclic antidepressant drugs.
Pharmacokinetic

Fluoxetine is mmu from the gastromntestnal tract with peak
plasma concentrations appeanng about 6 to 8 hours after oral doses.
Systemic bioavailability does not appear to be affected by food. Fluoxetine
is extensively metabolised, by demethylation, in the liver 1o its primary
active metabolite norfluoxetine. Excretion is mainly via the urine. Protein
binding Is reported to be about 95%. Fluoxetine is widely distributed
throughout the body. Fluoxetine has a relatively long elimination half-ife of
about 1 to 3 days after acute use and 4 to 6 days after long-term use: that
of its metabolite, norfluoxeting, is even longer, being about 4 to 16 days.
Steady-state plasma concentrations will only be attained after several
weeks. Additionally, fuoxetine and its metabolites may persist for a
considerable time afer weatment, and this has led to precautions
conceming the subsequent use of other serotonergic drugs Flucxetine
and norfluoxetine are distributed into breast milk.

Packaging

Box of 2 blisters x 7 capsules.

Box of 4 blisters x 7 capsules.

Box of 2 blisters x 10 capsules.

Box of 10 blisters x 10 capsules.

Box of 1 bottle x 50 capsules.

Box of 1 bottle x 100 capsules. ‘
Smr-g-wndiﬂnn,lholt-ufu.tpecmuﬁon
Storage condition .

Store It a well-closed container, in a dry place. Do not store above 30°C.
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