PATIENT INFORMATION LEAFLET

Lurasidone 20/40/80 mg Film-Coated Tablets

LUCIFER 20/40/80

 Medicines containing ergot alkaloid derivatives (used for treating migraines), and other medicines including
Terfenadine, Astemizole, Cisapride, Pimozide, Quinidine and Bepridi.
< Medicines containing opioids or anti-depressants such as
Citalopram, Escitalopram, Fluoetine, Fluvoxamine, Paroxetine, Sertraline, Duloxetine, Venlafaxine,
Amitriptyline, Doxepine or Trimipramine. i interact with LUCIFER and P
i thythmic contractions of muscle i
of the eye, agitation, hallucinations, coma, excessive sweating, tremor, exaggeration of reflexes, increased
N G o

Read all of this leaflet carefully before you start taking this medicine because it contains important
information foryou.
- Keepthis eaflet. Youmay need toreaditagain.
- Ify ions, doctor 3
This medicine has been prescribed for you only. Do not pass it on to others. It may harm them even iftheir signs of
illness are the same as yours.

LUCIFERin your blood: Diltazem, Eythromycin, Fluconazole

andVerapamil
The following medicines may decrease the level of LUCIFER in your blood: Amprenavir Efaviren, Etavirine,
Aprepitant, Armodeafinil, Modafini, Bosentan, Nafcili, Predrisone and Rufinamide.

dose of LUCIFER.

-1 pharmacist.Thisi P listedinthi

leaflet.
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1.What Luciferis and whatitis used for
2.Whatyou need to know before youtake Lucifer
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1.What LUCIFERisand what itis used for

 lcohol should be avoided when taking this medicine. Thisis because alcohol vill have an additive negative
effct
Do not drink grapefrut juice while you are taking this medicine. Grapefrut can affect the way this medicine
works.

£

Pregnancyandbreast-feeding
1fyou are pregnant or breast-feeding,think you may be pregnant or planning to have a baby, ask your doctor or
phamacistforadvicebeforetaking this medicine.

1fyour doctor decides that the potential beneft oftreatment during pregnancy justfes the potential isk o your
unborn baby, your doctor will monitor your baby closely aftr birth. Ths is because the fllowing symptoms may
occur in nevibor babies of mothers that have used LUCIFER in the fast trimester (ast three manths) of their
pregnancy:

< Shaking, i leepiness, agitation,

Ifyour

Drivingandusingmachines
Sleepiness, dizzine: isic

during treatment Donot drive, cycle or use

anytoolsor

LUCIFER contains the acty d belongs to  group of medicines called ics Itis
used to treat symptoms of Schizophrenia in adults (aged 18 years and over) and adolescents aged 13-17 years.
LUCIFER works by blocking receptors in the brain to which the substances dopamine and serotonin attach. By
blocking their receptors, LUCIFER helps to normalise the activty of the brai, reducing the symptoms of
schizophrenia.

2
Donottake LUCIFER:
tolUCIFER oranyofthether

ERinyour :

= Medicines for fungal infections such asitraconazole, ketoconazole (except as a shampoo), Posaconazole or
Voriconazole

& Medi infecti i Telthromycin

< Medicines for HIVir Indinavir, Nelfinavir, Ritonavir,

B i jrandTelaprevir

Mediine fordepression: Nefazodone

< Medidnefortuberculosi:Rifampicin

Rl :StJohn'sWort

Warningsand precautions
1t may take severaldays or even weeks before this meicine will have a ful effect. Contact your doctorif you have
questions onthis medicine.

1 3mg)/tablet, that free!

3.Howtotake LUCIFER

armacisthastoldyou. Check ith your doctor orpharmacistif

youarenotsure.
ur tor
= Howwellyourespondtoadose

+ Ifyouaretakingsomeothermedicines
< Ifyouhavekidney orliver problems.

Schizophrenia
L g/dayto120mg/day.
Inth ; ool

, but there wasa

d in certair Therefore,

Administration Instructions
LUCIFERshould be taken with food (at least 350 calories).

Dosagein Special Populations
(gender, and race.

in moderate and severe renal impairment patiets. The doseinthese patients should ot exceed 40 mg/day. Dose:

IFER, adjustment impairment patient:

or y

« Suicdal thoughtsor behavior notexceed 40mg/day

< Parkinson's disease or dementia

o Ever i i ifyou YP3A4inhibitors:
have ever thetongueaor face.You When coadministration of LUCIFER with a moderate CYP3Ad inhibitor such as diltiazem is considered, the dose

should not exceed 40 mg/day. LUCIFER should not be used in combination with a strong CYP3A4 nfibitor (e.q.,

£s heartdi that
irregularheartbeat (including QT prolongation)

2+ Ahistory of seizures (fits) orepilepsy

< A history of blood dlots, or if someone else in your family has a history of blood clots, as medicines for

% Enlarged breasts in male (gynecomastia), milky nipple discharge (galactorthea), absence of menstruation
(amenorrhea) or erectile dysfunction

2 Diabetes orare proneto diabetes

 Decreased kidney functionand liverfunction

% Anincreasein yourweight

% severe pain
treated wi i The use of

h opioids) or depression orother
ith LUCIFER can lead to

Childrenandadolescents

Othermedicinesand LUCIFER
Tell your doctor or pharmacist if you are taking, have recently taken or might take any other medicines. This is
especiallyimportantifyouare taking:

Dosing ion for pati ing LATUDA i ith potential CYP3A4 inducers:
LUCIFERshould not be usedin combination with astrong CYP3Adinducer (e, rfampin)

Howtotake LUCIFERtablets

Swallow yourtablt(s) whole with water, in order to mask the bitter taste. Youshould take your dose regularly every
dayatthe same time fthe day, sothait i easier to rememberit, You must take this medicine with food orjustafter
eating, i it [

Ifyoutake more LUCIFER than you should

If your doctor immediately. You may experience sleepiness,
tiredne: i dng, di and
abnormal heart beats.

Ifyouforgettotake LUCIFER
Do not tak If
ed dose. Ifyou miss two ormore; doctor.

yournext

Ifyoustop taking LUCIFER
If you stop taking this medicine you willlose the effects of the medicine. You should not stop this medicine unless

- i i ive waywith theeffects of
LUCIFERonyourbrain

< Medicines for can reduce their

effects

y y pharmacist.

4.Possibleside effects

Like all medicines, this medici ide

ts,although he

everybody gets them. Ifyou notice any of the




s i face, liportongue, itching,skinrash
i yaffectupto 1in 10 people).
£ mouth, Thisreaction

isseenwithunknownfrequency.

Difculty in emptying the bowel, Vomiting (being sick), ry mouth or excess saliva, Sweating and Muscle
rigdity

2 Problemswitherections

+ Inceaseincreatine phosphokinase andblood prolactin

< Fever,sweating i 1in100people):
neuroleptic ! 1in1,000peaple). @ itvity, Common cold,
= Blooddlotsin inthelegs, y i i thyroid

Thefollowingsideeffectsmayalsohappen inadlts:
Very common (mayaffectmorethan 1in10 people):
= Feelingofrestlessnessand nabiltytositstil

= Nausea, Insomnia
Common(mayaffectuptoin 10 people):
Parkinsonism

2 Aqgressive behaviour, impulsive behavior, Apathy, Confusional state, Depressed mood, Separation of normal
mentalprocesses

B tion, i

(€
< Fastheartbeatand Increased blood pressure
< Dizziness
% Musdlespasms,siffness
- i Diarthoea, Back pain,
% Rashanditching
% Indigestion
Drymouthorexcesssaliva
% Somnolence, tiredness, agitation and anxiety
% Weightgain
% Reducedappetite
% Increasein creatine phosphokinase seenin blood tests
% Increasein creatinine seenin blood tests.

Uncommon (mayaffectupto1in 100 people):
“* Nightmare

< Chestpain, Muscleaches, Joint ains, Problems walking

B3

Abnormalskin sensation (paraesthesia)

B3

visionblurred,

, Palpitation:

hythm

s

Inceasedblood pressure
i Diarrhoea, Indigestion, Lip dry, Toothache

Partial or
Rash, urticarial, Joint pain:

paininjaw

renal disorder

B3

breastpain,
Menstruationabsentorirregular

- 'sdisol

Chill Problems walking, Chest pain, Fever, Malaise

Effects on the thyroid function, seen in blood tests increased blood cholesterol, increased blood triglycerides,

Commoncold
= HotflushandPainwhenpassingurine

ey i fitsandcoma
< Lackofenergy (lethargy)

% Neckpain

< Problemswith erections

% Painfulorabsence of menstrual periods

< Reducedlevelsofred blood cells

Rare (mayaffectupto 1in1,000 people):
< Rhabdomyolysis

= Swellingbeneath theskinsurface
= Deliberateinjurytooneself
 Cerebrovascularacddentand Sudden death,
= Kidneyfailure

= Breastpain,milksecrtion frombreasts

<+ Reducedlevelsofasubgroup of white blood cells

% Sleepdisorder

L 3 show the
breathing orfeeding problems

< Abnormal breastenlargement

:agitation, increase or decreases in muscle tone, tremor, leepiness,

Inelderly people with dementia, a small increase in the number of deaths has been reported for patients taking

Thefollowingside effects may happenin Adolescents:
Very common (mayaffectmore than1in 10 people):
% Feelingof restlessness and inabilitytosittill
Headache

Reportingof sideeffects
1fyou get any side effects, talk to yourdoctor or pharmacis.This ncludes any possibl sde effets ot lsted n this
leaflet.

5.Howtostore LUCIFER
Keep this medicine out of the sight and reach of children. Do not use this medicine after the expiry date which is
i month

wa
Storeinadryplaceatorbelow30°C.
Do not throw away any medicines via wastewater or household waste. Ask your pharmatist how to throw away

6. Contents of the packand otherinformation
What LUCIFER contains.
Theactive substanceis Lurasidone.

LUCIFER20
Eachfilm coated tablet contains:
Lurasidone Hydrochloride 20mg
Colours:Ttanium Dioxide

LUCIFER40
Each flm coated tablt contins:
Lurasidone Hydrochloride 40mg
Colours: Titanium Dioxide

LUCIFER80

Eachfilm coated tablet contains:

Lurasidone Hydrochloride 80mg
o Lake Bl

‘What LUCIFER looks like and contents of the pack

< Sleepiness, Nausea LUCIFER 20 tablets are White, Round, Big oated Tablets are
ked i luBliste is10x10i arton.
Common (mayaffectupto1in10people):
Reduced orincreased appetite: La White, Round, Bi oated Tabletsare
- i il ing, tension, i luBliste is10x10i arton.
£s tiredness, Depression,
- Yy Luc Round, Bi ide. Tablets are
% Spinningsensation i IuBlist 510X 10i arton.
< lisand i i theeyes,

% fastheartbeat

Manufactured by :

Quest Pharmaceuticals Pvt. Ltd.

Chhata Pipara, Bara, Nepal

—~

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