
Rx Thu6c nay chi ding theo don thuéc 
mn
 

m
e
r
i
t
s
 

1 

_ chi yéy bai isoenzym nay, va CO chi s6 diéu tn) hep 

Fluotin 20 
Tén thu6c 
Fluotin 20 
Céc d&u higu hvu y va khuyén cdo khi ding thudc 
Dé xa thm tay tré em 
Boc ky hung diin sir truéc khi di 
Thinh phin cling thee tyec re 
Thanh phan hoat chat: 
PRIN: csc. nccentsesesrersvensssntactessscnncaniveareecs 

(dudi dang fluoxetine hydrochloride 22,4 mg) 
Thanh phan td duye: 
Lactose monohydrat, microcrystallin cellulose, Magnesi stearat, colloidal 
silica khan. : 
Dang bao ché 
Vién nang curng 
Vién nang cirng $6 3, dau va than mau tr in 
“Weg” mau den, chira bot thuBe mau trang ag (On conan 9° 
Chi djnh 
Fluotin 20 duge chi dinh di@u ty 
Tram cam. 
Rdi loan xung hye birc - ) Mah edd ooh 4m anh. 

HOi ching hong so. 
R6i loan tin kinh 

Fuotin 20 rye ae | in 20 dug ding theo 

Ngudi in: Liu ban dau thurdng ding cila fluoxetine 1A 20 mg x 1 lin/ngay 
u6ng vao budi sng. Néu khdng cé dap img lam sang sau nhidu tan, litu 
hang ngity o6 thé dugc ting dan, lén dén tdi da la BO mg/ngay (60 mg d6i 
voi ngurdi cao tudi), Litu ding trén 20 mg/ngay cé thé duge chia lam 2 in, 
vi dy vao buéi s4ng va budi tna, hoac 1 Bin/ngay. 
Tré em 8 tudi réién: Lidu ban dau la 10 mg, c&n duge ting dén 20 mg/ngay 
sau 1 tuan (ngoai trir & tré em nhe cAn khdng nén ting b@u trong vai tualn wa 
sau 46 chi khi nao kém dap Ung lm sang). 
Chirng An v6 6: Litu khuyén cdo lA 60 mg x 1 ln/ngay. 

20 mg 

ching hodng s - Ligu ban dau lA 10 mg x 1 lAn/ngay. Sau 1 tuan, 

tang hu d&n 20 mgingay, c6 thé tng Wu thém dn 60 momngay sau 

tun néu khdng cd tén trién. 3 

R6i loan tin kinh nguyét: Ligu 20 mg/ngay durge sur dung trong diéu 07. 
Vide ding thud khéng lién tuc cfing duge cho phép: d6i vin chu ky 

méi, fluoxetine nén dugc bat dau 14 ngay tude khi bat dau chu ky kinh 

nguyét va bép tye cho dén ngay dau vén cia chu ky kinh nguy@t. C6 thé p&p 
tuc diBu tri trong 6 thang; sau dé d4nh gid lai tude khi bép tyc didu ty thém. 

Bénh nhan cao tuSe Khuyén cdo ding itu théip hon hoc It thuténg xuyéin hon. 
Fluoxetine duc chuyén héa & gan, do 46, liu thap hon, nhur dung liu 

‘Chéng chi djnh , 
Qué mn véi fluoxetine ho&c bat cir thanh phan nao cia thubc. 
Cec thude uc ch& monoamin axidase (MAO): Khing nén ding fluoxetine 

két hop voi MAO!, hoc t6i thiéu 14 ngay sau khi ngung diéu tr voi MAOI. 
Vi fluoxetine va chat chuy€n héa chinh cla né 6 thi gian ban thai rat dai, 
16i thi€u 5 tun sau khi ngung fluoxetine méi nén bat dau ding MAOI. 

bi déng kinh ho&c.cé tin sir cdc ri loan nay. Nén ngung dtu 
dOng kinh phat trién hodc gia tng tin suat dong kinh, 
bj bénh tim hodc c6 ben sir réi loan chay mau. 

bj ting nhan dp gdéc déng. 
bj tiéu dung vi cAc thudc SSRI cé thé thay d6i viéc kiém soat 

bénh nh&n suy chirc nding gan. | 
Bénh nh&n nén duge theo déi chat ché su6t giai doan diéu tj ban dau, dén 

khi cai thién dang ké bénh tam cdm vi ty tir 1A mot nguy co gan lién voi 
bénh nhn tram cAm. WIEN , 
Fluotin 20 cé chira ta dug lactose. Khéng nén diing thu6c nay cho bénh 

~ han cé cdc vn d8 v8 di truy8n hiém g&p khong dung nap galactose, thiéu 
hyt enzym lactase toan phan hay kém hdp thu glucose-galactose. 
$@ dyng thudc cho phy n@ cé thai vA cho con bd 
Phy nf cé thal. 5 tt 
Tinh an toan cua fluoxetine chura dugc thiét l4p trong théi ky mang thai va 
vi thé khéng khuy€n cdo dung fluoxetine. : 
Phy ni cho con bd ins 

Fluoxetine va chal chuyén héa cia nd phan bd vao sira me. VI thé, khdng 
nén ding fluoxetine & phy ni cho con bd va.nén thing bao cho bac sT néu 
dy dinh cho con ba. 
Anh hung cia thudc lén kha ndng |di xe, van hanh may méc 
Mac dd fluoxetine cho thay khdng gay anh hurdng dén tam thin van déng 
& nhOng ngudi tinh nguyén khde manh, bat cur thudc Anh hudng thin kinh 
nao cfing cé thé lam suy gidm dc suy xét ho§c cdc kf ndng. Bénh nhan 
nén tranh lai xe hoc van hanh may méc nguy hiém cho dén khi chAc ch&n 
hoat d$ng cia ho khéng bj anh hudng. 
Turong tac, trong ky cia thudc 
Tuwong téc cda thudec 
Chuyén héa cia fluoxetine fién quan d&én hé thng isoenzym thudc 
cytochrom CYP2D6 & gan. Diu uj dng thdi voi cac thudc chuyén héa E j 

encainid, in va cAc thuéc ch6ng tram cAm 3 vong), thi phai bat 
dau hodic di@u chinh cdc thuéc nay & pham vi litu thap. Diu nay cing 4p 
dyng néu fluoxetine 44 duge diing vong Stan tude dé. 7 

Liéu phdp s6c dién (ECT): Con co giét kéo dai khi diéu tr] ddng thai voi 
fluoxetine hiém khi xdy ra. Loe , aw , I 

Thudéc g4n két voi protein: Vi fluoxetine g4n két nhiéu voi protein, vé ly 
thuyét thudc c6 thé bj d4y ra khdi vj Uf két hofc 6 thé thay thé yj ui 

gin x6t vee cAe thuc gfn két vo" nroicin nh thuf= chong ding auwtng 
wing 2 ciotuin, Bénn ald Sarg firey AucKe ine vol Set ky Witte 1:80 

gn két nhiBu véi protein nén dugt theo d5i v> «ha nding bj cac tac dung 

khdng mong mudn bén quan dén viéc dibu tj nay. Fi, 
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17.3. 

NhOng thuGc tac dyng trén thiin kinh trung wong nhu lithi nén duge ding 
thn trong voi fluoxetine. Ndng 46 lithi ting hodic gidm va cing cé thé ngd 
dc lithi. Cn theo déi ndng dé lithi. 
Nhing bénh nhan, 6n dinh tréc 46 voi phenytoin, khi bat dau diéu ty 
_nnig thi vGi fluoxetine lam gia tding ndng dd phenytoin trong huyét trong 
ya doc tinh cla phenytoin va lam sang 
Tuong kyciathuéc ‘ 
Do khong c6 cdc nghién ciru vB tinh tong ky ca thudc, khéng tron tin 

céc thudc khac 
halle 1 ee ccotig wut bia Oise 

Toan than: Mét mdi. 
Tidu héa: Tiéu chy, budn non 

Tam thin: M&t ngd 

Than kinh: Dau dau. 

Thuong gdp (1/100 s ADR < 1/10) 

Toan than. Cam gidc lo sq, teh 
Tiéu hoa: NOn, khé tiéu, khd miéng. 
Tam than: Lo du, hét hoang, ee a thAng, gidm ham muén tinh 

_ (Oi loan gidc ngu, gidic mo bat th , 

ks ak Hoa mAt, loan vj gidc, thé a, budn ngd, run. 

Chuyén hda va dinh dung: Gidm sy thém an 

Mat Nhin me. 
Tim mach; Banh tng ngyc. 

Mach mau: Chung dé birng, 
HO hap. Ngap | , 
Da vA mé dudi da: Phat ban, néi may day, ngvra, Uing tiét md hdi 

Co xurong, mo lién két va xuang: Dau khop. 

Than va vét niéu: Bi béu thudng xuyén. 

Co quan sinh san va vu: Chay mau phy khoa, suy giam chirc nang cuang 
durong, ri loan xudt tinh. 

h gap (1/1.000 < ADR «< 1/100) 
Toan than: Khé chiu, cam giac bat thudng, cdm gidc lanh, cam giac néng 

' ‘Tia héa: Khé nudt. 
Tam than: Tam trang phén chin, sang khodi, suy nghi bat thudng, cuc 
khoal bat thuréng, nghién ring. 

* ‘Than kinh: Tang hoat dong tAm than, r6i loan van déng, mat di@u hda, 61 
loan cAn bang, co giat co, 
Mat: Gidin ding tr, 
Mach mau: Ha huyét dp. 
Da va m6 dudi da: Rung téc, ting xu hudng bj bam tim, ra m3 hai lanh 
Co xuong, mé lién két va xurong: Co giat cc. 
Than va tét niéu: Khé tiéu. 
Co quan sinh sén va va: Suy gid chire nang tinh duc. 
Hiém gap (1/10.000 s ADR < 1/1.000) 
Tiéu héa: Bau thyc 

cua nhidu thudc. Can theo doi y té chat ché tong mdt thei gian 
nh@ng bénh nhan dA ding s6 lugng qué mirc thudc chéng tam cam ba 
vong néu ho dang ding hoe dA dung fluoxetine gan day. 

Dic tinh duge lye hoc 
Nhém duge ly: Thudc chéng tim cAm, cdc thube tre ché tai thu nhdp 

khdc nhau cia cdc thuée ching tam cam ba 
Diic tinh durge dong hoc 
Fluoxetine due hip thu tt & durong téu hda voi ndng dd dinh trong huyét 
tuong xudt hién khoang 6 - 8 gid sau khi ung. Sinh kha dyng durtng uding 
Khéng bj anh hudng béi thire An. Fluoxetine durgc chuyén hda ring rai 
qua sy kh methyl & gan thanh chat chuyén héa cé hoat tinh chinh 
norfluoxetine. Thudc bai nét chd yéu qua nude tiéu. Thudc gin két voi 
protein khodng 95%. Fiuoxetine dugc phiin 66 rong ral khiip co thé. 
Fluoxetine cé thdi gian ban thai kha dai khodng 1 - 3 ngdy sau khi dong 

‘fidu c4p tinh va 4 - 6 ngdy di voi liu lau dai, ch&t chuyén héa 

norfluoxetine C6 thai gian ban thai dai hon khoang 4 - 16 ngay. Ndng dd én 
dinh huyét trong sé dat dugc sau vai wan. Ngodi ra, fluoxetine va céc 
chat chuyén héa cé thé tn tai trong mdt thdi gian dang ké sau khi didu ti 
va didu nay dA dan dén sy than trong lién quan dén viéc si dyng tép theo 
cdc thudc serotonergic khac, Fluoxetine va norfluoxetne phan bd dugc 
yao sira me, 

cdéch déng gél 
Hop 2 i x 7 vién. 
Hop 4x7 wien 
Hop 2 ix 10 vin. 
HOp 10 vi x 10 vién 

a & 

2/1
2 

Tén, dja chi cia co s& san xudt thudc 
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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 use 
Qualitative and quantitative composition 
Active ingredient: 
FRO OTIE 0020 -snsensntcenyedtnsiagacentiaasteensacertereacececasnacarsesensinentrt 

(as fluoxetine hydrochloride 22.4 mg) 
Excipient ingredients: 
Lactose Monohydrate, microcrystalline cellulose, magnesium stearate, 

Pharmaceutical form 
Hard gelatin capsule. 
Hard gelatin capsule size No. 3, off-white cap and body, imprinted logo “g" 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. 
Depression: 

Adults: The usual initial dose of fluoxetine is 20 mg once daily in the moming. If no clinical response is seen after several weeks. the daily dose 
may be gradually increased, up to a maximum of 80 mg daily (60 mg iin the elderty). 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-compulsive disorder: 
Adults: The initial dose of fluoxetine is 20 mg once daily increased after 
several weeks if there is no response to up to 60 mg dally. 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 dysphoric disorder: A dose of 20 mg daily is used in the 
veatment. Intermittent dosing is also permitted: for each new cycle, 
fluoxetine should be started 14 days before the onset of menstruation and 
continued until the first full day of menstruation. Treatment may be 
continued for 6 months; benefit should then be reassessed" before 
continuing further. 

Elderty patients: A lower or less frequent dosage is recommended. 
Fluoxetine Is subject to hepatic metabolism, therefore, lower doses, such 
as altemate-day dosing, have been recommended in patients with 
significant hepatic impairment. ' 
Contraindications 
Hypersensitivity to fluoxetine or any of its excipients. 
Monoamine oxidase inhibitors (MAO!): Fluoxetine should not be used in 
combination with an MAOI, or within a minimum of 14 days of discontinuing 
therapy with an MAOI. Since fluoxetine and its major metabolite have very long elimination half-lives, at least S weeks should be allowed after stopping fluoxetine before starting an MAOI, 
Concomitant use in patients 
Thioridazine should not be administered with fluoxetine or within a 

hepatic 
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 
galactose intolerance, total lactase deficiency or glucose-galactose 

Pregnancy and lactation 

The safety of fluoxetine has not been established during pregnancy, and 
therefore its use is not recommended. sed 
Lactation 
Fluoxetine and its metabolites distribute into human milk. Therefore, 
fluoxetine should not be used in nursing women, and women should be advised to notify their physician if they plan to breast-feed. 
Effects on ability to drive and use machines =, 
Although fluoxetine has been shown not to affect psychomotor 
performance in healthy volunteers, any psychoactive drug may impair 
judgement or skills. Patients should be advised to avold driving a car or 
operating hazardous machinery until they are reasonably certain that their 
performance is not affected. 
Interactions and incompatibilities with other drugs 
Drug interactions 
Fluoxetine’s metabolism involves the hepatic cytochrome CYP2D6 
lsoenzyme system.’ Concomitant therapy with drugs ‘predominantly 
metabolised by this isoenzyme, and which have @ Nalrow therapeutic 
index (such as flecainide, encainide, carbamazepine and tricyclic 
antidepressants), should be initiated at or adjusted to the low end of their 
dose range. This will also apply if fluoxetine has been taken in the 
previous 5 weeks, rw 
Electroconvulsive therapy (ECT): Prolonged seizures reportedly have 
Orley cure conctomstwe dasenins and ECT tadas 

- rugs: Because fluoxetine is highly protein bound, 
theoretically could be displaced from binding sites by, or it could displace 
Fm binding sites, other prote‘n-t ound druns such as oral anticor. gulants vad Cigiloxiy Patians reconiig fucycine wth any highiy) Wien 3 nd 
uiug snou'd be obsurved for potential adverse effects associated with 
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17.2. 

17.3. 
‘36 months from the date of manufacturing, 

CI. «tive drugs such as lithium should be administered with caution with 
fluoxetine. Reports have been made of both increased and decreased 
lithium levels and also of lithium toxicity. Levels of lithium should be 
monitored. . ¥ 
Patents, previously stable on phenytoin, have developed raised plasma 
levels of phenytoin and clinical phenytoin toxicity following the start of 
concomitant fluoxetine therapy. 
spose incompatibilities 
n the absence of incompatibility studies, this medicinal product must not be mixed with other Teocicinal eioucss = . ey 
Adverse reactions 
Very common (ADR 2 1/10) 
General: Fatigue. 
Gastrointestinal: Diarrhoea, 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, libidd 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. . 

: 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 dysfuncton. 
Rare (1/10,000 < ADR < 1/1,000) 
Gastrointestinal; Oesophageal pain. 
Immune system: Anaphylactic reaction, serum sickness. 
Metabolism and nutrition: Hyponatraemia. 4 
Psychiatric: Hypomania, mania, hallucinations, agitaton, panic attacks. 
Nervous: Convulsion, akathisia, buccoglossal syndrome. 
Vascular: Vasculitis, vasodilatation. 
Skin and subcutaneous tissue: Angioedema, ecchymosis, photosensitivity 
reaction, purpura. 
Respiratory: Pharyngitis 
Renal and urinary: Urinary retention 
Reproductive system and breast: Galactorrhoea. 
Overdosage and management 
Cases of 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 attributed to overdose of 
fluoxetine alone has been extremely rare. Cardiac and vital signs 
monitoring are recommended, along with general symptomatic and 

- Supportive measures. No specific antidote is known. 
Forced diuresis, dialysis, haemoperfusion, and exchange tansfusion are 
unlikely [0 be of benefit. Acuvated charcoal, which may be used with 
‘sorbitol, may be as or more effective than emesis or lavage. In managing 
overdosage, Consider the possibility of multiple drug involvement. An 
extended time for close medical observation may be needed in patients 
who have taken excessive quantities of a tricyclic antidepressant if they 
are also taking, or have recently taken, fluoxetine. 

Pharmacodynamic properties 
Pharmacotherapeutc group: Antidepressants, selective serotonin reuptake 
inhibitors. 
ATC code: NO6AB03. 
Fluoxetine is a selectve Serotonin reuptake inhibitor (SSRI). 

“The anti antiobsessive compulsive, and antibulimic actions of 
fluoxetine are presumed to be linked to its inhibition of central nervous 
system neuronal uptake of serotonin. 
Antagonism of muscarinic, histaminergic, and al-adrenergic receptors has 
been to be associated with various anticholinergic, sedative, 
and cardiovascular effects of classical wicyclic antidepressant drugs. 
Pharmacokinetic properties 
Fluoxetine is readily absorbed from the gastrointestinal tract with peak 
plasma concentrations 4ppearing 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 to 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-life of 
about 1 to 3 days after acute use and 4 to 6 days after long-term use: that 
of its metabolite, norfluoxetine, is even longer, being about 4 to 16 days. 
Steady-state plasma concentrations will only be attained after several 
weeks. Additionally, fluoxetine and its metabolites may persist for a 
considerable time after apehpahe Bal this has led to precautions 
conceming the subsequent use serotonergic drugs. Fluoxetine 
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. : 
Storage condition, shelf-life, specification 

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

Specification — 

Name, address of manufacturer P1
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