PATIENT INFORMATION LEAFLET

Sertraline Tablets IP (25/50/100 mg)

SERWELL 25/50/100

Read all of this leaflet carefully before you start taking this medicine because it contains

importantinformation foryou.

< Keepthisleaflet.Youmay needtoread it again.

< Ifyouhaveanyfurtherquestions, ask your doctor or pharmacist.

<+ This medicine has been prescribed for you only. Do not pass it on to others. It may harm them, evenif
theirsigns of illness are the same as yours.

« Donotuse SERWELL together i i is (Pimozide).

Talktoyour doctorif

2 Medi i i to treatattenti i vity di (ADHD),
narcolepsy, and obesity).

 Herbal medicine containing St. John's Wort (Hypericum perforatum). The effects of St. John's Wort
may lastfor 1-2 weeks.

2+ Products containing the amino acid Tryptophan.

Medicinesto treatsevere pain (e.g. Tramadol).

Medicines used in anaesthesia or to treat chronic pain (e.g. Fentanyl, Mivacurium and

Suxamethonium).

Medicinesto treat migraines (e.g. Sumatriptan).

Blood thinning medicine (Warfarin).

% Ifyou get any side effects, talk to your doctor or pharmacist. This includes any possible side effects
notlistedin this leaflet.

Whatisinthisleaflet:

1.What SERWELL isand whatitis used for
2.Whatyou need to know before you take SERWELL
3.Howtotake SERWELL

4.Whatarethe possible ide effects of SRWELL
5.Howtostore SERWELL

6.Contents of the packand other information

1.What SERWELLis and whatitis used for
SERWELL contains the active substance Sertraline Hydrochloride. Sertraline is one of a group of
medicines called Selective Serotonin Re-uptake Inhibitors (SSRIs); these medicines are used to treat
depression and/oranxiety disorders.
Sertraline canbe used totreat:

<+ Social anxiety disorder (inadults).

< Posttraumaticstressdisorder (PTSD) (inadults).
« Panicdisorder (inadults).

* (oc

17yearsold).

Donottake SERWELL

< Ifyouareallergicto Sertraline Hydrochloride.

< If you are taking or have taken medicines called monoamine oxidase inhibitors (MAOIs such as
Selegiline, Moclobemide) or MAOI like drugs (such as Linezolid). If you stop treatment with
SERWELL, you must wait until at least one week before you start treatment with a MAOI. After
stopping treatment with a MAOI, you must wait at least 2 weeks before you can start treatment with
SERWELL.

< If you are taking another medicine called Pimozide (a medicine for mental disorders such as
psychosis).

Warningsand precautions

Talk to your doctor or pharmacist before taking SERWELL. Medicines are not always suitable for

everyone. Tell your doctor before you take SERWELL, if you suffer from or have suffered in the past from

any of the following conditions:

< If you have epilepsy (fit) or a history of seizures. If you have a fit (seizure), contact your doctor
immediately.

% If you have suffered from manic depressive illness (bipolar disorder) or schizophrenia. If you have a
manicepisode, contact your doctorimmediately.

< If you have or have previously had thoughts of harming or killing yourself (see below-Thoughts of

).

< Medicines to treat pai is (Non steroidal anti-i 'y drug (NSAID) such as Ibuprofen,
Acetylsalicylicacid (Aspirin)).

% Diuretics (also called'water tablets).

& Medi . . .

e (Phenytoin, P

Medicinesto treat diabetes (Tolbutamide).

» Medicines to treat excessive stomach acid, ulcers and heartburn (Cimetidine, Omeprazole,
Lanzoprazole, Pantoprazole, Rabeprazole).

 Medicines to treat maniaand depression (Lithium).

Other medicines to treat depression (such as Amitriptyline, Nortriptyline, Nefazodone, Fluoxetine,

Fluvoxamine).

* Medicines to treat schizophrenia and other mental disorders (such as Perphenazine,
Levomepromazine and Olanzapine).

2+ Medicines used to treat high blood pressure, chest pain or requlate the rate and rhythm of the heart

(suchasVerapamil, Diltiazem, Flecainide, Propafenone).

Medicines used to treat bacterial infections (such as Rifampicin, Clarithromycin, Telithromycin,

Erythromycin).

< Medicines used to treat fungal infections (such as Ketoconazole, Itraconazole, Posaconazole,
Voriconazole, Fluconazole).

=3 i totreat | i inhibi i Telaprevir).

S i toprevent i i )

% Medicines known to increase the risk of changes in the electrical activity of the heart (e.g. some

antipsychotics and antibiotics).

SERWELL with foodand drink

SERWELL can be taken with orwithout food.

Alcohol should be avoided whilst taking SERWELL.

SERWELL should not be taken in combination with grapefruit juice, as this may increase the level of
Sertralineinyourbody.

Pregnancyandbreast-feeding
f breast-feedi " ingto have ababy, askyour

doctororpharmacist

Drivingand using machines

Psychotropic drugs such as SERWELL may influence your ability to drive or use machines. You should
therefore not drive or operate machinery, until you know how this medication affects your ability to
performthese activities.

3. How to take SERWELL
The recommended doseis:
Adults:

Fordepression and 0CD, the usual effective dose is 50 mg/day. The daily dose may be increased in 50 mg
increments and at intervals of at least one week over a period of weeks. The maximum recommended
doseis 200mg/d

< Ifyou have Serotonin Syndrome. i when you kit
medicinesat the same time as SERWELL. P:
o if i iny incethi ith SERWELL. Forpanicdisorder, social and posttraumatic
You should also tell your doctor if you are taking certain medicines for hypertension, since these at25mo/day, yafterone week.
ici i inyourblood. The daily dose then may be increased in 50 mq increments over a period of weeks. The maximum
E3 iver disease; your doctor may deci ERWELL. is 200mg/day.
I you have diabetes; your blood glucose levels may be altered due to SERWELL and your diabetes Obsessive Compulsive Disorder:
medicines may need to be adjusted. Child d6to12: i 25mgdaily.
% If you have suffered from bleeding disorders or have been taking medicines which thin the blood Afteroneweek, your doctormay 50mg daily. doseis 200mg daily.
g icyclicacid (Aspirin), orWarfarin)or may iskofbleeding. 13to1 ing doseis SOmg daily.
< Ifyouare having electro-convulsive therapy (ECT). Themaximum doseis 200mg daily.
E3 h h inkind: i intheeye).

Childrenand adolescents
SERWELL should not usually be used in children and adolescents less than 18 years old, except for
patients with Obsessive Compulsive Disorder (0CD).

Othermedicinesand SERWELL
Tell your doctor or pharmacist if you are taking, have recently taken or might take any other medicines.

Ifyoutake more SERWELL than youshould

If you accidentally take too much SERWELL contact your doctor at once or go to the nearest hospital
casualty department. Always take the labelled medicine package with you, whether there is any
medicationleftornot.

Symptoms of overdose may include drowsiness, nausea and vomiting, rapid heart rate, shaking,
agitation, dizzi i

Ifyouforget L

Some medicines can affect the way SERWELL works, or SERWELL itself can reduce the i of

other medicines taken at the same time. Taking SERWELL together with the following medicines may

causeseriousside effects:

<+ Do not use SERWELL together with medicines called monoamine oxidase inhibitors (MAOIs), like
Moclobemide (to treat depression) and Selegiline (to treat Parkinson'’s disease), the antibiotic
Li i i ininthe blood).

Do not take a double dose to make up for a forgotten dose. If you forget to take a dose, do not take the
missed dose. Just take the next dose at the right time.

Ifyoustop taking SERWELL
Do not stop taking SERWELL unless your doctor tells you to. Your doctor will want to gradually reduce




your dose of SERWELL over several weeks, before you finally stop taking this medicine. If you suddenly
stop taking this medicine you may experience side effects such as dizziness, numbness, sleep

disturbances, agitation or anxiety, headaches, feeling sick,

< Increaseinliverenzyme levels, weight decreased.
< Cases of suicidal ideation and suicidal behaviours have been reported during SERWELL therapy or

shaking. If

of these side effects, or any other side effects whilst stopping taking SERWELL, please speak to your
doctor.

4,

Like all prescription medicines, SERWELL may cause side effects, although not everyone gets them.
Nausea is the most common side effect. The side effects depend on the dose and often disappear or
lessenwith continued treatment.

ifyou develop  ever inrash that causs isering (erythema maltforme) tis can affect the
mouthand tongue). Stevens Johnson Syndrome, orToxic
Epidermal Necrolysis (TEN). Vuurdonorwnl\stcpyuumeatmenimthese(ases

If you experience agitation, confusion, diarrhoea, high temperature and blood pressure, excessive
sweating and rapid heartbeat. These are symptoms of Serotonin Syndrome. In rare cases this
syndrome may occur when you are taking certain medicines at the same time as SERWELL. Your
doctormaywish tostop your treatment.

¥ Py y

damage.

9
If you start to get feelings of restlessness and are not able tosit or stand still after you start to take
SERWELL.
Ifyou haveafit (seizure).

yourdoctorifyou start

Otherside effectsmayinclude
Talktoyourdoctorifyougetanyside effects.

tmorethan 1in 10 people):

Insamma, dizziness, sleepiness, headache, diarrhoea, feeling sick, dry mouth, ejaculation failure,
fatigue.

(Commonside effects (mayaffectupto 1in 10 people):

Chest cold, sorethroat, runny nose,

Decreased appetite, increased appetite,

Anxiety, depression, agitation, decreased sexual interest, nervousness, feeling strange, nightmare,
teethgrinding,

Shaking, muscular movement ingalot, ‘walking and
stiffness, spasms and involuntary movements of muscles), numbness and tingling, muscle tense,
lackof attention, abnormal taste,

Visual disturbance,

Ringingin ears,

Palpitations,

Hotflush,

Yawning,

Upset stomach, constipation, abdominal pain, vomiting, gas,

Increased sweating, rash,

Backnpain, joint pain, muscle pain,

Menstrualirregularities, erectile dysfunction,

Malaise, chest pain, weakness, fever,

Weightincreased,

Injury

Uncommonside effects (mayaffectupto 1in 100 people):

(Gastroenteritis, earinfection,
Tumour,

Hypersensitivity, seasonal allergy,
Lowthyroid hormones,

Suicidal thoughts, suicidal behaviour, psychotic disorder, thinking abnormal, lack of caring,
hallucination, aggression, euphoricmood, paranoia,

Amnesia, decreased feelmg, mvo\untavy muscle (ontramons, passing out moving a lot, migraine,
convulsion, dizzi

Enlarged pupils,

Earpain,

Fastheartbeat, heart problem

fli
nose bleed, breathing difficult i
Tarry stools, moth disorder, inflammation of the oesophagus, tongue problem, haemorrhoids,
ing, burping,

Eye swelling, hives, hair loss, itching, purple spots on skin, skin problem with blisters, dry skin, face
oedema, cold sweat,
iti { ‘weakness,

Increase in frequency of urination, problem urinating unable to urinate, urinary incontinence,
increase in urination, nighttime urination,

tion,
Swellinginlegs, chills, difficulty walking, thirst,

Qe

Manufactured by :

Chhata Pipara, Bara, Nepal

Quest Pharmaceuticals Pvt. Ltd.

earlyafter

Rareimay affe(tupm in1,000 people)

< Severeallergicreaction,

«+ Endocrine problems,

<+ High cholesterol, problems controlling blood sugar levels (diabetes), low blood sugar, increase in
blood sugarlevels, low blood salt,

<+ Physical symptoms due to stress or emotions, terrifying abnormal dreams, drug dependence, sleep
walking, premature ejaculation,

< Coma, abnovma\ muvements, d\ﬁi(uhy movlng, m(veased sensation, sudden severe headache

Vasoconstriction Syndrome

(wh
(RCVS)), sensory disturbance,

< Spots in front of eyes, glaucoma, double vision, light hurts eye, blood in the eye, unequal sized
pupils, vision abnormal, tear problem,

% Heartattack, light-headedness, lamtmg, or chest discomfort which could be signs of changesin the
electrical theheart, 3

« Poorcirculation ofarmsand legs,

% Breathing fast, progressive scarring of lung tissue (Interstitial Lung Disease), closing up of throat,
difficultytalking, breathing slow, hiccups,

ion, pancreatitis, blood l, I

oremouth,

< Skinreaction tosun, skin oed

« Breakdown of muscletissue, bone disorder,

< Urinary hesitation, decreased urination,

< Breast discharge, dry vaginal area, genital discharge, red painful penis and foreskin, breast
enlargement, prolonged erection,

<+ Hernia, drug tolerance decreased,

2 Increase in blood cholesterol levels, abnormal laboratory tests, semen abnormal, problems with
clotting,

% Relaxation of blood vessels procedure.

hairrash,

Reporting of side effects
If you get any side effects, talk to your doctor or pharmacist. This includes any possible side effects not
listedin this leaflet.

5.Howtostore SERWELL
Keep this medicine out of the sight and reach of children. Do not use this medicine after the expiry date
ichi i thatmonth.

Store this medicine below 30°C.

Do not throw away any medicines via wastewater or household waste. Ask your pharmacist how to

y use. i tthi

6. Contents of the packand otherinformation
What SERWELL contains
Theactiveingredientis Sertraline Hydrochloride.
SERWELL25
Eachfilm coated tablet contains:

i i toSertraline25mg
Colours: Erythrosine Lake &Titanium Dioxide

SERWELL50
Eachfilm coated tablet contains:
. N nalentto

Colours: Erythrosine Lake &Titanium Dioxide

SERWELL100

Eachfilm coated tablet contains:

Sertraline Hydrochloride IP equivalentto Sertraline 100mg
Colours: Erythrosine Lake &Titanium Dioxide

L i the pack

SERWELL is pink coloured, round, biconvex, film coated tablets with breakline on one side. SERWELL
tablets are packed in PVDC Blister. The packssizeis 10x 10 tablets in a printed paper carton with packing
insert.

For further information
Quest Pharmaceuticals Pvt. Ltd.
Tripureshwor, Kathmandu
Tel. 01-4240304, Email : quest kim@quest.com.np,
Website : www.quest.com.np
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