dysphoric disorder). SSRIs work by helping to restore the balance of certain natural substances in the brain (neurotransmitters
such as serotonin)
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Systematic (IUPAC) name
N-methyl-3-phenyl-3-[4- (trifluoromethyl)phenoxy]propan-1-amine

Identifiers

CAS number 54910-89-3
ATC code NO6ABO03
PubChem 3386
DrugBonk APRD00530

ChemSpider 56589 F;C O0—CHCH,CH,INHCH,
Chemical data

Formula C17H18F3NO
Mol. mass 309.3 g/mol (345.8 for «HCI)

Pharmacokinetic data

Bioavailobility 72%

peok ot 6-8 hours

Protein binding 94.5%

Metabolism Hepatic

Holf life 1-3 days (acute); 4-6 days (chronic);

Active metobolite Norfluoxetine 4-16 days (acute ond chronic)
Excretion Kidneys 80%, intestines 15%

WARNING

Antidepressont medications are used to treat o variety of conditions, including depression and other mental/mood

disorders. These medications con help prevent suicidal thoughts/attempts ond provide other importont benefits.

However, studies have shown that o small number of people (especially people younger thon 25) who toke .
ontidepressonts for ony condition moy experience worsening depression, other mental/mood symptoms, or suicidal
thoughts/ottempts. Therefore, it is very importont to talk with the doctor about the risks and benefits of antidepressont
medicotion (especiolly for people younger thon 25), even if treatment is not for a mentol/mood condition.

USES

Fluoxetine is o selective serotonin reuptoke inhibitor (SSRI) used to treat depression, onxiety disorders (ponic ottocks),
obsessive-compulsive disorder (OCD), o certoin eating disorder (bulimio), ond o severe form of premenstrual syndrome
(premenstrual dysphoric disorder). SSRIs work by helping to restore the balance of certoin natural substonces in the
brain (neurotronsmitters such os serotonin). Fluoxetine may improve your mood, sleep, appetite, and energy level ond
may help restore your interest in doily living. It may decrease onxiety/unreasonaoble feors, persistent/troubling thoughts
(obsessions), ond unwonted urges that keep returning (compulsions). It may decrease the number and severity of ponic
attacks. Fluoxetine may lessen premenstrual symptoms such os irritobility, increosed appetite, ond depression. It moy
decrease bingeing and purging behaviors in bulimio.
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HOW TO USE

Toke this medication by mouth with or without food, usually once daily or as directed by your doctor. This medication

may moke you either sleepy or wokeful. Therefore, depending on how this medication affects you, your doctor may direct

you to toke the entire dose once daily in either the morning or evening. If you ore toking this medication twice a day, your

doctor may direct you to toke it in the morning ond of noon. If you are toking fluoxetine for premenstruol problems, your

doctor may direct you to toke it every doy of the month or just for the 2 weeks before your period through the first full doy
I o your period. To help you remember, mork your calendor.

If you are using the liquid form of this medication, meosure the dose carefully using o speciol meosuring device/spoon. Do
not use o household spoon because you may not get the correct dose.

The dosoge is based on your medical condition and response to treatment. To reduce your risk of side effects, your doctor .
may stort you ot o low dose ond grodually increose your dose. Follow your doctor's instructions carefully. Do not toke
more or less medication or toke it more frequently thon prescribed. Your condition will not improve ony foster, ond your
risk of side effects will increose. Use this medication regulorly in order to get the most benefit from it. To help you
| remember, use it of the same time(s) eoch day.

SIDE EFFECTS

Noauseo, drowsiness, dizziness, anxiety, trouble sleeping, loss of appetite, weakness, tiredness, sweoting, or yowning may
occur. If ony of these effects persist or worsen, tell your doctor promptly. serious side effects occur: unusual or severe

] mentol/mood chonges ( such os ogitation, unusuol high energy/excitement, thoughts of suicide), uncontrolled movements
(for example, movements of the lips/tongue), shokiness (tremor), restlessness, inability to keep still, decreased interest in
sex, changes in sexual obility, blurred vision, numbness/tingling. This medication may rorely couse o very serious
condition colled serotonin syndrome. The risk increoses when this medication is used with certoin other drugs such os
"triptons" used to treat migraine heodoches (including sumatripton, eletripton), certoin ontidepressonts including other
SSRIs (such os citaloprom, poroxetine) ond SNRIs (such os duloxetine, venlafoxine), lithium, tramadol, tryptophon, or a
certain drug to treot obesity (sibutromine). See also Drug Interactions section. Before toking this drug, tell your doctor if
you toke ony of these medications. Serotonin syndrome may be more likely when you start or increase the dose of any of

I these medications. Seek immediote medical ottention if you develop some of the following symptoms: hallucinations,
unusual restlessness, loss of coordination, fost heartbeot, severe dizziness, unexplained fever, severe
nouseo/vomiting/dicrrheo, twitchy muscles. A very serious ollergic reoction to this drug is rare. However, seek immediate
medical ottention if you notice ony symptoms of a serious ollergic reaction, including: rosh, itching/swelling (especially of

| the foce/tongue/throat), severe dizziness, trouble breothing.

PRECAUTIONS

Before using this medication, tell your doctor or pharmocist your medical history, especially of: personal or fomily history
of bipolor/manic-depressive disorder, personol or fomily history of suicide attempts, liver problems, diobetes, low sodium
in the blood, severe loss of body water (dehydrotion), seizures, stomach/intestinol ulcers.

This drug may moke you dizzy or drowsy. Use coution while driving, using mochinery, or doing ony other octivity that
requires olertness. Avoid alcoholic beveroges.

If you have diobetes, fluoxetine may affect your blood sugor levels. Monitor your blood sugor regulorly ond share the

B results with your doctor. Your doctor may need to adjust your medicotion, diet, and exercise when you stort or stop
fluoxetine. Liquid forms of this product may contain sugor ond/or alcohol. Coution is advised if you have diabetes,
alcohol dependence, or liver diseose. Ask your doctor or phormocist obout using this product sofely.
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Coution is advised when using this product in the elderly becouse they may be more sensitive to its effects. The elderly are
more likely to lose too much salt (hyponatremia), especially if they are olso toking "water pills" (diuretics) with this
I medicotion.

During pregnoncy, this medication should be used only when clearly needed. It may horm on unborn boby. Also, bobies
born to mothers who have used this drug during the lost 3 months of pregnoncy may infrequently develop withdrawol
symptoms such os feeding/breathing difficulties, seizures, muscle stiffness, or constont crying. If you notice ony of these
symptoms in your newborn, tell the doctor promptly.

MISSED DOSE

If you miss o dose, toke it as soon os you remember. If it is near the time of the next dose, skip the missed dose ond resume
your usual dosing schedule. Do not double the dose to catch up.

STORAGE

Store ot room temperoture between 59-86 degrees F (15-30 degrees C) away
S from light ond moisture. Do not store in the bathroom. Keep oll medicines awoy
from children ond pets.

| DOSAGE

Toke fluoxetine exactly as it was prescribed for you. Do not take the medication
in larger amounts, or toke it for longer thon recommended by your doctor.
Follow the directions on your prescription label.

Do not breok, chew, or open on extended-releose capsule. Swallow the pill
whole. It is speciolly made to release medicine slowly in the body. Breoking the
pill would couse too much of the drug to be releosed ot one time.

Meaosure the liquid form of fluoxetine with a special dose-measuring spoon or cup, not a regulor toble spoon. If you do not
have a dose-measuring device, ask your pharmacist where you con get one.

B [t moay toke 4 weeks or longer before you stort feeling better. Do not stop using fluoxetine without first tolking to your
doctor. You may hove unpleasont side effects if you stop toking this medication suddenly. .

To treat premenstrual dysphoric disorder, the usual dose of fluoxetine is once daily while you ore having your period, or
B 14 doys before you expect your period to stort.

DRUG DESCRIPTION
Fluoxetine capsulesond fluoxetine oral solutionis a selective serotonin reuptoke inhibitor for orol administration.

It is also marketed for the treatment of premenstruol dysphoric disorder fluoxetine hydrochloridelt is designoted (£)-N-
methyl-3-phenyl-3-[(a,0,0-trifluoro-p-tolyl)oxy]propyloamine hydrochloride ond has the empirical formula of
C17H18F3NO-HCI.

Its molecular weight is 345.79. Fluoxetine hydrochloride is o white to off-white crystolline solid with a solubility of 14
i mg/mL in woter.fluoxetine hydrochloride equiveolent to 10 mg (32.3 umol), 20 mg (64.7 umol), or 40 mg (129.3 umol) of
fluoxetine.

Taj Group of Companies INDIA
'ﬁj}' TAJ PHARMACEUTICALS LIMITED

“Working for human race”

www.tajpharmaceuticals.com
www.tajagroproducts.com

I PAGE-3 www.tajfordoctors.com


http://www.tajpharmaceuticals.com
http://www.tajfordoctors.com
http://www.tajagroproducts.com

| . Taj Pharmaceuticals Ltd.
Fluoxetine HCI 6
mmm CAS No. : 54910-89-3 = T a] 5&%‘2"!&25}\’23&&2
I N REDIENT

TAJ GROUP JJ

The oral solution contains fluoxetine hydrochloride equivalent to 20 mg per 5 mL (64.7 umol) of fluoxetine. It also
] contains olcohol 0.23%, benzoic ocid, flavoring agent, glycerin, purified woter, ond sucrose.

Fluoxetine is on ontidepressont in o group of drugs colled selective serotonin reuptoke inhibitors (SSRIs). Fluoxetine
offects chemicols in the brain that may become unbalonced ond couse depression, ponic, onxiety, or obsessive-compulsive
symptoms.

Fluoxetine is used to treat mojor depressive disorder, bulimia nervosa (on eoting disorder) obsessive-compulsive disorder,
ponic disorder, ond premenstrual dysphoric disorder

INTERACTION
Before toking fluoxetine, tell your doctor if you are using ony of the following medicines:

* alprozolom
* clozopine
* digitoxin
* flecainide
* holoperidol
| * scizure medicotion such os phenytoin or corbomozepine
* tryptophon
* vinblostine
* ablood thinner such os worforin
* almotripton , frovatripton , sumotripton , norotripton , rizotripton , or zolmitripton ; or}
* any other ontidepressonts such os omitriptyline , escitaloprom , imipromine , sertraline , ond others.

Note /Government Notification: These chemicals ore designated os those thot are used in the monufocture of the controlled substonces ond are importont to the
monufocture of the substonces. For any (Control Substonce) products Import ond Export *** subjected to your country government laws /control substonce ACT.

Information: The information on this web poge is provided to help you to work safely, but it is intended to be an overview of hazords, not a replacement for o full
Materiol Sofety Dato Sheet (MSDS). MSDS forms con be downloaded from the web sites of mony chemical suppliers. ,also that the informotion on the PTCL Sofety
web site, where this page was hosted, hos been copied onto mony other sites, often without permission. If you have ony doubts about the veracity of the information thot
you ore viewing, or have ony queries, pleose check the URL that your web browser displays for this page. If the URL begins "www.tajopi.com/www/Denotonium

I Benzoate.htm/" the page is maintoined by the Safety Officer in Physical Chemistry at Oxford University. If not, this page is o copy made by some other person ond we

have no responsibility for it.

The Controlled Substonces Act (CSA) wos enacted into law by the Congress of the United States as Title IT of the Comprehensive Drug Abuse Prevention and Control
Act of 1970.[1] The CSA is the federol U.S. drug policy under which the menufocture, importation, possession, use ond distribution of certoin substonces is regulated.
The Act also served os the notional implementing legislation for the Single Convention on Noarcotic Drugs

This document plus the full buyer/ prescribing information, prepored
for health professionals con be found ot:

http://www.tojopi.com

or by contacting the sponsor, Toj Phormaceuticals Limited., ot:

91 022 30601000.

This leaflet wos prepored by

Toy Pharmoceuticals Limited,

Mumboaoi (India).
MPSTJ278

B Lost revised: 29 August 2009
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