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Fluotin 20 
Tén thudc 

Sea tie va co khi di Cac hi khuyén 

sesnnmy een ak huréng din sty dung truéc khi di 
Thanh phan céng thire thud ‘ere 
Thanh phan hoat chat: 
Fluoxetine . td peneymicenssonnsecsss kecumiaists 
(duéi dang fluoxetine hydrochloride 22,4 
Thanh phan t dupe: a 
Lae pence Mmicrocrystallin cellulose, Magnesi stearat, colloidal 

Dang bao ché 

wie nang cirng $6 3, dau va than mau tr 
"1G" mau den, chira bt thuBc mau tring olen a 
Chi djnh 
Fluotin 20 duge chi dinh ditu ti 
Tram cam. 
R&i loan xung lyre birc - Gnumg aa vos cudng 4m anh. 

Hi ching hoaing sq. 
R6i loan t&n kinh nguyét. 

Fuotn 20aive in 20 dug theo 

Nouri én: Lidu ban dau thurtng ding cila fluaxetine lA 20 mg x 1 [irvngay 
ung vao busi sng. Néu khdng 6 dap (mg lam sang sau nhidu tun, hu 
hang ngiy 6 thé duge ting dln, lén dén ti da la 80 mg/ngay (60 mg d6i 
voi ngui cao tuéi). Litu ding trén 20 mg/ngay 4 thé due chia lam 2 1n, 
vi dy vao budi sang va budi trura, hoac 1 Bin/ngay. 
Tré em 8 tus te len: Lidu ban dau I 10 mg, cn dug ting dén 20 mg/ngay 

‘sau 1 tun (ngoai trir & tr em nhe cAin khéng nén ting Bu trong vai tualn va 

sau 06 chi khi nao kém d4p umg lam sang). 
Ching din vo 46: Litu khuyén c4o la 60 mg x 1 lAn/ngay. 
R6i loan xung ke curing bir - 4m anh: 

Nout ién: Lidu ban du cia fluoxetine 1A:20 mg x 2 Winingay ting lén dén 

60 mg/ngay sau val tun néu khdng c6 dip ng. Ligu dén 80 mgngay 
ding, d6i khi Gurgc chia lam 2 fan =~? . 

Tré em 7 tu6i td Ién: Libu bat dau 1A 10 mg/ngay, & tré em nhe can, duge 

Uing 6én ligu 20 = 30 mg/ngay sau vai tulln, néu Cdn thiét: Thanh thi€u nién 
_va tr ning cn han c6 thé ting dén l@u 20 mg/ngay sau 2 tan; cd thé 
ing liu thém dén 60 mg/ngy Sau vai tn khi cn thiét 
Hi chémg hoang sg: Liu ban dau la 10 mg x 1 lAningay. Sau 1 tun, 
n&n ting hu d&n 20 mg/ngay, c6 thé tng liu thém d&n 60 mg/ngay sau 
vai tun n&u khing 6 bén trién. - 

R6i loan tin kinh nguyét: Litu 20 mg/ngay dugc sir dung 
Vide diing thudc khing lién tuc cfing due cho phép: 65i.vin 

mdi, fluoxetine nén duge bat dau 14 ngay twéc khi bat d&u chu ky kinh 

20mg 

§ 

«Ching chi dinh ‘ 4 : ‘ 
Qué min v6i fluoxetine hodc bat cir thanh phan nao cia thubc. 
(Céc thude Ge ch monoamin oxidase (MAQI): Khong nén ding fluoxetine 

két hop voi MAO!, ho&c t6i thi€u 14 ngay sau khi ngung di€u tr} voi MAO! 
Vi fluoxetine va cht chuyén héa chinh cia né 6 thd gian ban thai rat dai, 
165i thi€u 5 tun sau khi ngumg fluoxetine méi nén b&t dau ding MAOI. 

Fluoxetine va chat chuyén héa cilia n6 phan bd vao sia me. Vi thé, khong 
nén ding fluoxetine & phy ni cho con bd va.nén thing bao cho bac sTnéu 
dy dinh cho con ba. 

eda thudc lén kha nding |i xe, van hanh may méc 

fluoxetine hiém khi xdy ra. tow 
Thude gin két vii protein: Vi fluoxetine 
thuyét thudc 6 thé bj ra khdi vj uf 
gin At vt cée thc gfn két v6) nroizin nhu thutts ching ding atrng 

Us, 2 clio tudn, Bénn ldo Jarg i] Acexe ing vol Set kj Uitwoe 1do 

gan két nhiGu voi protein nén durgc theo déi v= kha nding bj cac tc dyng 

khdng mong muda bén quan dén wigc dibu uj nay. A, 
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17. 

NhOmng thudc tac dung trén than kinh trung wong nhu lithi nén duge ding 
than trong voi fluoxetine. Nng dé lithi ting hodc gidm va ciing cé thé ngd 
de lithi. CAn theo d&i ndng dd lithi. 
Wr Oe ieee tek ated er cae ate Wi 
Eh thoi oxetine gia ting 46 phenytoin tr hi 

$y dec tinh cia phenytoin v8 lim sing ees 
Tuong ky cia th ; 
Do khong ¢6 cae nghién ciru v8 tinh tang ky cla thude, khOng tn lin 

thudc nay voi cc thuGc khéc 
Tac dung khong mong mudn coda thudc 

pat thuréng gap (ADR 2 1/10) 
Toan than: Mét mdi 
Tiéu héa: Tiéu chay, bun non 
Tam thin: Mat ngd 
Than kinh: Dau dau. 
Thuong gap (1/100 s ADR < 1/10) 
Toan than. Cam gidc lo sg, Gn lanh 
Tiéu hda: Non, khdé béu, khd miéng 
Tm thn: Lo du, hét hodng, thao thirc, cng thang, gidm ham muén tinh 
dye, (Oi loan gic ngd, gidic ma bal thudng. ‘ 
Than kinh. Hoa mAt, loan vj gide, tho @, budn ngu, run 
Chuyén héa va dinh duéng: Glam sy thém an. 
Mat: Nhin ma. 
Tim mach: Banh tng ngyc. 
Mach mau: Chung d6 bi 
Ho 

Ca xyong, md lién két va xuang: Dau khop. 
Than va bét niéu: Bi véu thudng xuyén. 
Co quan sinh sn va vir Chay mau phy khoa, suy gidm chure nang curong 
durong, réi loan xuat tinh. 
ft gp (1/2.000 s ADR < 1/100) 
Te ee 1a clam olde bit bartng. clan gc len edn pide nog 

© ‘Tiéu héa: Kho 
Tam than: Tam trang phéin chin, sing khodi, suy nghI bat thudng, cyc 
khoal bat Hy thuréng, nghién rang. 

© Thin kinh: Ting hoat dong tm thn, r6i loan van dong, mat digu hoa, i 
loan can bang, co giat co. 
MA&t Gidin dng tir, 
Mach mau: Ha huyét dp. 
Da va m6 dudi da: Rung téc, ting xu hudng bj bam tim, ra m3 di anh 
Co xurong, mé lién két va xurong: Co giat co. 
phe hart abbas Ge ca 
Co quan sinh sAn va vi: Suy gidm chtre néing tinh 
Hiém gap (1/10,000 < ADR < 1/1.000) a 

nhing bénh 
vong néu ho dang ding hodc dA ding fluoxetine gan day. 

Dic tinh duge lyre hoc 
Nhém duge hy: Thudc ching tim cm, cae thude tre ché ti thu nhip 

serotonin chon loc. 

serotonin & hé thin kinh tung wong. 
B6i khang cdc thy thé muscarin, histamin, va al-adrenergic dugc cho 
ring cé lién quan véi téic dung khang cholinergic, an thin va tim mach 

17.2. Han dang 

17.3. 

18. 
TCCs. 
Tén, dja chi coa co sé san xudt thud 21
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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: 

(as fluoxetine hydrochloride 22.4 mg) 
edients: Excipient ing 

Lactose monohydrate, microcrystalline cellulose, Magnesium stearate, 
colloidal anhydrous silica. 
Pharmaceutical form 
Hard gelatin . 
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: 

li} Depression. 
Obsessive-compulsive disorder. 

Bulimia nervosa. 
Panic disorder. 

Premenstrual dysphoric disorder. 
Administration and dosage 
Fluotin 20 ts administered orally. 
Depression: 

Aduits: The usual initial dose of fluoxetine is 20: mg once daily in the 
morning. I 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 in the 

)). 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 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 

ight children this is increased after several 
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 i 
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 impravementis seen. 
Premenstrual dysphoric disorder: A dose of 20 mg daily is used in the 
veatment. Intermittent dosing is also permitted: for each new cycle, 

jon and 
of me Nnstruation. Treatment may be 

continued for 6 months; benefit should then be reassessed ' before 
continuing 
Elderly patents: A lower or less frequent dosage is recommended. 
Fluoxetine is subject to hepatic metabolism, therefore, lower doses, such 
as dosing, have been recommended in patients with 
significant hepatic impairment.‘ 
‘Contraindications 

Hypersensitivity to fluoxetine or any of its excipients. 
Monoamine oxidase inhibitors (MAOI): Fluoxetine should not be used in 

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 glaucoma. - at 
Patients with diabetes since SSRIs may alter glycaemic control. 
Fluoxetine metabolism 

improvement in depression is observed because suicide is an inherent risk 

Fluotin 20 contains lactose, Patients with rare hereditary problems of 
galactose intolerance, total lactase deficiency or glucose-galactose 

Pregnancy and lactation 
Pregnancy _ ‘ ‘ { 
The safety of fluoxetine has not been during pregnancy, and 
therefore its use is not recommended, 
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 ” 

fluoxetine has been shown not to affect psychomotor performance in volunteers, any psychoactive drig may impair 
judgement or skills. Patients should be advised to avold driving a car or 

ing hazardous until are reasonably certain that their 
performnarics Is hia aie mee 
Interactions and incompatibilities with other drugs 
Drug interactions 

i , 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, vhs 

Electr 

fm binding sites, other prote'n-tount! drugs such as\ral 
snd cigitoxty Patians recentig fucycine ‘th any high: ong itn 3 and 
Giug Snou'd be obsurved for potential adverse effects associated with 
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17. 
74, 

172. 

17.3. 

CN. uctive drugs such as lithium should be administered with caution with 
fluoxetine. Repons have been made of both increased and decreased 
Mthium levels and also of lithium toxicity. Levels of lithium should be 
monitored. . fb 
Patients, previously stable on phenytoin, have developed raised plasma 
levels of phenytoin and clinical phenytoin toxicity following the start of 
Concomitant fluoxetine therapy, 
Drug incompatibilities 

In the absence of incompatibility studies, i ot be miisd sath otis Tedcal eae this medicinal product must n 

Adverse reactions 
Very common (ADR = 4/10) 
‘General: Fatigue. 

: Diarrhoea, nausea. 
insomnia. Psychiatric: 1 

Nervous system: Headache, * 

‘Common (1/100 s ADR <.1/10) 

‘General: Feeling jittery, chills, 
‘Gastrointestinal: Vomiting, dyspepsia, dry mouth. 
Psychiatric: Anxiety, nervousness, restlessness, tension, libidé decreased, 
sleep disorder, abnormal dreams. 

Dizziness, dysgeusia, lethargy, somnolence, tremor. Y 
Metabolism and nutrition: Decreased appetite. 
Eye: Vision blurred. 
Cardiac: Palpitations. 
Vascular: ing. 
Respiratory: Yawning. 
Skin and subcutaneous tissue. Rash, urticaria, pruritus, hyperhidrosis. 
Musculoskeletal, connective tissue and bone: Anhraigia. . 
Renal and : 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: i J 
Reproductive system and breast: Sexual dysfunction. 
Rare (1/10,000 < ADR < 1/1,000) 

Gastrointestinal: Oesophageal pain. J 
Immune system: Anaphyiacuc reaction, serum sickness. 
Metabolism and nutrition. Hyponatraemia. j 
Psychiatric: Hypomania, mania, hallucinations, agitation, panic attacks 
Nervous: Convulsion, akathisia, buccoglossal syndrome. 
Vascular: Vasculitis, vasodilatation. . 
‘Skin and subcutaneous tissue: Angioedema, ecchymosis, photosensitivity 
feaction, 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 i nausea, vomiting, seizures, 
cardiovascular dysfunction ranging from asymptomatic arrhythmias 
cardiac arrest. pulmonary dysfunction, and signs of altered CNS status 
ranging from excitation to coma. Fatality attnbuted to overdose of 
fluoxetine alone has been exemely rare. Cardiac and vital signs 
monitoring are recommended, along with general symptomatic and 

; five measures. No specific antidote is known. 
Forced diuresis, dialysis, haemoperfusion, and exchange transfusion are 
unlikely t0 be of benefit. Actwated charcoal, which may be used with 
“sorbitol, May be as or more effective than emesis or lavage. In managing 

ge. i the bility 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 
Pharmacotherapeute group: 

i. to 

. Selective Serotonin reuptake 

ATC code: NO6AB03- 
Fluoxetine is a selective Serotonin reuptake inhibitor (SSRI). 

"The anti job ive, and ar actions of 
fluoxetine are presumed to be linked to its inhibition of central nervous 
system neuronal uptake of serotonin. 

Antagonism of muscavinic, histaminergic, and al-adrenergic receptors has 
been hy dio be 1 with various a ‘gic, 
and cardiovascular effects of classical wicyclic antidepressant drugs. 
Pharmacokinetic 
Fluoxetine is readily absorbed from the gastrointestinal tract with peak 
plasma e eerie about 6 2 8 sees Ge oral doses. 
Systemic bioavailability Not appear to be affected by food, Fluoxetine 
is extensively metabolised, by demethylation, i 
active metabolite norfiuoxétine. Excretion is mainly via the uring, Protein 
binding Is reported to be about 95%. Fluoxetine is widely distributed 

the ;. 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 concen! will only be attained after several 
weeks. Additionally, fluoxetine and its metabolites may persist for a 
considerable time after fesren. and this has led to precautions 
conceming thé subsequent usé of other 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 bottie x 100 capsules. . 
Storage condition, shelf-life, specification 

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

36 months from the date of manufacturing, 

P1
26
03
24
.c
 

In-house. 
Name, address of manufacturer 

STELLA 

Stellapharm J.V, Co., Ltd. - Branch 1 
40 Tu Do A Vietnam - Sir ial Park, 

An Phu Ward, Thuan An, Binh Duong, Vietnam 
Tel: (+84 274) 3767470 Fax: (+84 274) 3767 469 
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