bl g5 (Blodl 3po A S0
oSl ol e

I G dsmo 0

ozl Bp § plassl sl by
o JShy LS § dsme 0
ohdl § Blsudl 35 *

N Bl o

Olazdl @

Sl b Sl as) oS ily il § doaSI) Ol Jmmas 3 sl @
; o

oMas)l Gls e

DS wie gl 5 gl rub pd 94 (Wl G OIYBL @

(580l Olysll) pausdl 395 @

ol polam) Jsdl &S plasdl (sslSI Jzall @

sladdl sl Y sus plissl @

Aplos] 885 Uslug &Y b dsls

Clad)) k)] Ol bt § Dsmo Jois Ul5) duwos 3elis @
gt iyt el pao g ysaby jasts bt gl Jeliss (40 A1
el s 3S p y5 ssab me W ¢ gdedl e &1 5T Baglly
O 65g gl duoliall slasVlg « Vs« 3lodly « @ill § Ol 55
15591 2l £l s 21 £ly Gasdl waid] o] malal] i Gos
(o) @51 8 il Dol Qs g2 yidstar do Plia)

(opells el o) shiaall o

Bl My Bl Y e O9uiS o o 4eiS Il Gogetle ) Al @
(OMasl clas) Ddlally « (3 gl e 8 i)l (plassl) & pdl eday

gasd Voo IS 3 Taolg lasd e 8 az Egundl 506
FEXVINCEI
aSod .

ol UL oo U J S5 Juse pads 3KeY bl 83umw pé dsls BT
(ol Il & el ] dolodl) (Sl e sloedl @

Gl 3 el G O elide Sy ol s 51 pad Ml e gl sy
Jsls e Bl 3] puud i) Olomas¥I BT o Lo el 6V iy 0
(oSl

O ) W) 0 Jge 5T Ol 5l dz gl § g Srgu e Cusle Lo 13)
ol § dedall dorcad] b elde i) 9l gyl § Tasg pem Yl

Sllo] @250 OF G ol 2o Lo 35T 9555 3 dusladl 6V sy
Oloaalls J1 e 1,2 pam g3l 51 dissl glslin 98 Sl Juodl
2o BV 0da B 3155 W85 (dblou ) Ables Al HBT L) &350 oy
ool 3zbl pased

) Lol Y g B3I 65 Gasmdl ams
o s it § JSLie

dld) HBY o g Y

BT 6l i Jados Jueall T dlob iawld sl H6T 6l dlile & 4 13]
Baslull liSg Zladl SBY o $3YL 5 il odn § do ke b dleiome il
slsall i olel sas Jgo 55T Sloslre o205 &

JbY Jslites sl oo Tasy sloall i Jadony

iy iz s Al e Ogall LoMall g0 gl sy sloall is Jesis Y
Laddl g 52V esdl U] dodall lgnl gy

doste dz ¥ ga el 8 Gz § Sl 0355 Y
JU 5l SLLl 5T Gomall Gl olea s &9Vl e palsal] G ¥

0 welus g . Jowiad as b U 9sY 5o paliall LAS se Jupal
2 Do § )

ST Ologlaag dulsl) Sbgiome -1

oSl elgs Olgazme

pzde 10+ e dibo duiter JguS IS 5208 odllen ) o dlledll 35U O]
bzl e

B g5t ellills 5,01 LS SeSWI Ol gige 16,5 OBsSA Lok
(E171) psilial] auST 36 (93] e & guS)

oSl dle Olgizeg JSE

150 mg" el lgule sl sldn dibo diidzr O¥5uS (2 Sl OY5uS
A002" 3 )l dile anlclats

e b b S gt Bl € ) DsunS 0T e gimd e § Sl S8Isk
(g V€

bl 35 dlly By5udl Go o

oo L Ol yie

doluall siids dilie \+ ogad Vsl ¢l
L] - (180) @lsl 7YY

VY ewd § 8l oy dml p 5T Cuyel

I 8 Tagy s O3 51 o550 L] Sl sl el oy o
o & ekl & 805 ploall & By Sl U5l Luogy 050 dbos
oSl Jsls sy Sl B3 dlos o B 52 S 5 Loy S35l
T B3l o & oLkl & 800 bl sy s 538 & B0 ol 6 B0
92 S oo

o ] 558 Tz w5l Tz @58 S 3 Ob el gLl s 13
QJ.«:J\

Y] dpole &y s Sl Il Of e (i 10 o 58T) Lo Lty jo S 13
Sl @ JSLie e Bl S 13

O Gl S 13] diliee de o ols Ol ol Talisee Ysuz Caall Chay 03
oSl § USLas

=l 2 ool dgunSl g 30) oz
A e BBl ) Ity o Sl Ul G e iz

HSI 50 ey gosbl o2l ka5 U §

sl s Ghis O 31§ S)lshlls Blewl pud (] do5 5l b 5o
s zlalls I M5 Gl i3 08 . puS Il O¥suS dls dlss xhaoly
351y de yo i) doects W3 g do )l

(agell) Gesll 0ladds Clgs G e Laal 3091 63

0SSl IS Conass 13]

1515 052 US G0 B s § pllaly (oSl Y5 U35 o bl o
ol e g0 Ol I8 Sy b L IS5 3 g sl iSiasd de ol Usl Copus
daelas do o Jolis Y obiablS AW de ol Jsks Aol ok &I
il s ol st

oSl Jsls e B 13)

(Sl sl e B sill w3 S 131 GuSIL Jslis e dlod a3 gm Y
Czed oo (@855 15] .S Ui (A I sns Yol b mo ,aY s 2306
B e sl g sl 358 UM Loy el o O

05 I8 il B ma elele ¢ bl 1Y allls Ushall el Gla) amy
sl LIl dats G5 Olowas¥ el auale « Lesladl JEY jand
Olokaal] 155l dylie 1l g (BIAIL 9=l Ll glial

03 Suod 3 .yl sly (Bl (b1 cpuitd] 3 o1 elyY LSS LSY dias]
13] alygb b (Sl Jslts Jlo & S 35T sl Teges 35T USiiy (21,3
b b sl e Con Ol 2l 2] ga Cusle

el sl ol JLolb el gl i Jloseial dy o o6 65 il 1 ol OIS 13)

elgs I
Olardszl) ol JSy dsliiy clizo o 50 & petie 3o elgall -

bl W 13
Jeall Olagdsss Jlosial) Glsls § S @8y capdall diog gl -
Lo bl Lasilsss 490U G Olns Jaeally candall O] -
Aol diogll § oumbl Ml 858 ks <l (o 2353 Y -
ol 3 il 930 Aoyl puih 5,53 Y -
JbY Jsliss g Toss D9V @815 Jados -
R doall elyig pulze

= dsleall slos)

Qcinfa

lasonb) duslodl HBY) €
JS e 835,30 54l Y (S0 clesilo THBT ol 1 oy 38 cdysdYl S Jis
sl pe

ol Ve JS e et oo ST canas W8 s dsils
huall lsdl gl

sl Ve US oo Tusly Lasd caas 03 :dils

gadl gl @

gt izl 48 )1 & plass) (rpdall IS MI S5l hemadl ®

e ) 31N Olais B S Camd Alospy G padl olYl Ol ool @
B Jsesdl ulaitly somidl cdaaid] 559l ysmidl @MU § dygmo
Bolsll e s Hemd sl

Lazlesd L5 Il @

bsiadl Ojlstl § SSlae oloadl @

ohdl 55 gl (O13) phdl § lanl el Pl @il Blae

olandl § Shgzo  ®

BBV S §le pudl G o8 ®

b b g bé (Jatlly psmadl 0

Ol eely e

GBIBY G eV Gelall § eV (Jolall § oV Ol i @

Bl ol e

pasd Ve JS o Tuolg Lasd caas a8 :dsils pé

) G Sl gl S el § Sl plassl O3sll OIS gl Glaas e

sloy) gm0 3kl G Ll LS Y M DI J) 5 il § pis @
23] Olsusl) BV gl Sss dyale ydl Yo slg)l (LedSI)
& ISLdio cdunizdl &2 1 B3L) SEI § ygmo (Hisll hmall adi b
B3 5 i) Byil] 3o e 3 s ok 9 dwnizd Aol

JeiSs &30 § Ol dmub 18 o Sp laldas § Ol °
8L OlulSaYl (plass] &l el OIS o (390 vams ddadl &3
Siley OB pdl (B35l 9laid Modl dwluws B39l wis Il olal
ealuaanl] 3303 lo2 Y (o oll GlES (o sl Sstan (BLaS) S Pl wis
bl yomidl logall

28 onel 8 g9 o] L el § bl eyl lanl ol Bl
ol

el hao (plass] (Bl b po Jume 83L) «ddll b o Okl @
A8 gad (dall O o § Ol el ko gl )

ALl Ol dogll Jlesl @

Y Ol (Y Bliz it § Dgmo  ©

s poles Y Olugs oasll 8 Ol 5181 B3L3

andl & =il (sulzdl ikl Gl

H dados $Y OMasll Clas (bolall o g5 cMasll (s ) pplasl ¢
A3 T oMas)

JERU PR

sl pubes Sl 5T b ol dygmo

vl Geb sl amall @

1§ ol S S shas olaj) wSUls el Oljlas) 5 § s 0
gl pilaall pais (O el ool ABL 8305 ¥Vl ool dBL lop
(el poralisy § vas @l (p3l,S § 8ok «OVasll A

g Y O (LIS 6l ES dz gl g eulundl B
] Jlsad! Yl

Abge dyad 89>

owedlly pudl $ 8395 0

vasd Vv IS & Tuolg Lasd coas 48 18 gusd] 86
50 3B olasyl s 8oL o3 )l o b ol dulo § 5 @
el Jgo (o) Bos glusl @

Package leaflet: Information for the user

Lebalix 150 mg hard gelatin capsules

Pregabalin

Read all of this leaflet carefully before you start taking this medicine because it contains important information for you.

- Keep this leaflet. You may need to read it again.

- If you have any further questions, ask your doctor or pharmacist.
- This medicine has been prescribed for you only. Do not pass it on to others. It may harm them, even if their signs of

iliness are the same as yours.

- If you get any side effects, talk to your doctor or pharmacist. This includes any possible side effects not listed in this

leaflet. See section 4.

What is in this leaflet

1. What Lebalix is and what it is used for

2. What you need to know before you take Lebalix
3. How to take Lebalix

4. Possible side effects

5. How to store Lebalix

6. Contents of the pack and other information

1. What Lebalix is and what it is used for

Lebalix belongs to a group of medicines used to treat
epilepsy, neuropathic pain and Generalised Anxiety
Disorder (GAD) in adults.

Peripheral and central neuropathic pain: Lebalix is used
to treat long lasting pain caused by damage to the nerves.
A variety of diseases can cause peripheral neuropathic
pain, such as diabetes or shingles. Pain sensations
may be described as hot, burning, throbbing, shooting,
stabbing, sharp, cramping, aching, tingling, numbness,
pins and needles. Peripheral and central neuropathic
pain may also be associated with mood changes, sleep
disturbance, fatigue (tiredness), and can have an impact
?? physical ‘and social functlomng and overall quality of
ife.

Epilepsy: Lebalix is used to treat a certain form of
epilepsy (partial seizures with or without secondary
generalisation) in adults. Your doctor will prescribe
Lebalix for you to help treat your epilepsy when your
current treatment is not controlling your condition. You
should take Lebalix in addition to your current treatment.
Lebalix is not intended to be used alone, but should
always be used in combination with other anti-epileptic
treatment.

Generalised Anxiety Disorder: Lebalix is used to treat
Generalised Anxiety Disorder (GAD). The symptoms
of GAD are prolonged excessive anxiety and worry that
are difficult to control. GAD can also cause restlessness
or feeling keyed up or on edge, being easily fatigued
(tired), having difficulty concentrating or mind going
blank, feeling irritable, having muscle tension or sleep
disturbance. This is different fo the stresses and strains
of everyday life.

2. What you need to know before you take Lebalix

Do not take Lebalix )
If you are allergic to pregabalin or any of the other
ingredients of this medicine (listed in section 6).

Warnings and Precautions
Talk to your doctor or pharmacist before taking Lebalix.
- Some patients taking pregabalin have reported
symptoms suggesting an allergic reaction. These
symptoms include swelling of the face, lips, tongue,
and throat, as well as diffuse skin rash. Should you
experience any of these reactions, you should contact
your physician immediately.
Serious skin rashes including Stevens-Johnson
syndrome and toxic epidermal necrolysis have been
reported in association with pregabalin. Stop using
pregabalin and seek medical attention immediately if
you notice any of the symptoms related to these serious
skin reactions described in section 4.
- Pregabalin has been associated with dizziness and
somnolence, which could increase the occurrence of
accidental injury (fall) in elderly patients. Therefore,
you should be careful until you are used to any effect
the medicine might have.
Pregabalin may cause blurring or loss of vision, or other
changes in eyesight, many of which are temporary. You
should immediately tell your doctor if you experience
any changes in your vision.
- Some patients with diabetes who gain weight while
taking pregabalin may need an alteration in their
diabetic medicines.
Certain side effects may be more common, such as
sleepiness, because patients with spinal cord injury
may be taking other medicines to treat, for example,
pain or spasticity, that have similar side effects to
pregabalin and the severity of these effects may be
increased when taken together.

- There have been reports of heart failure in some

patients when taking pregabalin; these patients were

mostly elderly with cardiovascular conditions. Before
taking this medicine you should tell your doctor if you
have a history of heart disease.

There have been reports of kidney failure in some patients

when taking pregabalin. If while taking pregabalin you

notice decreased urination, you should tell your doctor as
stopping the medicine may improve this.

- Some patients being treated with anti-epileptics such
as pregabalin have had thoughts of harming or killing
themselves. If at any time you have these thoughts,
immediately contact your doctor.

- When pregabalin is taken with other medicines that
may cause constipation (such as some types of pain
medicines) it is possible that gastrointestinal problems
may occur (e.g. constipation, blocked or paralysed
bowel). Tell your doctor if you experience constipation,
especially if you are prone to this problem.

Before taking this medicine, tell your doctor if you have

ever abused or been dependent on alcohol, prescription

medicines or illegal drugs; it may mean you have a

greater risk of becoming dependent on Lebalix.

There have been reports of convulsions when taking

pregabalin or shortly after stopping pregabalin. If

you experience a convulsion, contact your doctor
immediately.

- There have been reports of reduction in brain function

(encephalopathy) in some patients taking pregabalin
when they have other conditions. Tell your doctor if
you have a history of any serious medical conditions,
including liver or kidney disease.
- There have been reports of breathing difficulties. If you
have nervous system disorders, respiratory disorders,
renal impairment, or you are older than 65, your doctor
may prescribe you a different dosing regimen. Contact
your doctor if you experience trouble breathing or
shallow breaths.

Dependence
Some people may become dependent on Lebalix (a need
to keep taking the medicine). They may have withdrawal
effects when they stop using Lebalix (see section 3,
“How to take Lebalix” and “If you stop taking Lebalix").
If you have concerns that you may become dependent
on Lebalix, it is important that you consult your doctor.
If you notice any of the following signs whilst taking
Lebalix, it could be a sign that you have become
dependent:
- You need to take the medicine for longer than advised
by your prescriber
- \d(ou feel you need to take more than the recommended
ose
- You are using the medicine for reasons other than
prescribed
- You have made repeated, unsuccessful attempts to
quit or control the use of the medicine
- When you stop taking the medicine you feel unwell,
and you feel better once taking the medicine again

If you notice any of these, speak to your doctor to discuss
the best treatment pathway for you, including when it is
appropriate to stop and how to do this safely.

Children and adolescents

The safety and efficacy in children and adolescents
(under 18 years of age) has not been established and
therefore, pregabalin should not be used in this age
group.

Other medicines and Lebalix

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

Pregabalin and certain other medicines may influence
each other (interaction). When taken with certain
other medicines which have sedative effects (including
opioids), pregabalin may potentiate these effects,
and could lead to respiratory failure, coma and death.
The degree of dizziness, sleepiness and decreased
concentration may be increased if pregabalin is taken
together with medicines containing:

Oxycodone — (used as a pain-killer)
Lorazepam - (used for treating anxiety)
Alcohol

Pregabalin may be taken with oral contraceptives.

Lebalix with food, drink and alcohol
Lebalix capsules may be taken with or without food. It
is advised not to drink alcohol while taking pregabalin.

Pregnancy and breast-feeding

Pregabalin should not be taken during pregnancy or
when breast-feeding, unless you are told otherwise by
your doctor. Pregabalin use during the first 3 months of
pregnancy may cause birth defects in the unborn child
that require medical treatment. In a study reviewing data
from women in Nordic countries who took pregabalin in
the first 3 months of pregnancy, 6 babies in every 100
had such birth defects. This compares to 4 babies in
every 100 born to women not treated with pregabalin in
the study. Abnormalities of the face (orofacial clefts), the
eyes, the nervous system (including the brain), kidneys
and genitals have been reported.

Effective contraception must be used by women of child-
bearing potential. If you are pregnant or breast-feeding,
think you may be pregnant or are planning to have a
baby, ask your doctor or pharmacist for advice before
taking this medicine.

Driving and using machines

Pregabalin may produce dizziness, sleepiness and
decreased concentration. You should not drive, operate
complex machinery or engage in other potentially
hazardous activities until you know whether this
medicine affects your ability to perform these activities.

Lebalix contains lactose monohydrate

If you have been told by your doctor that you have an
intolerance to some sugars, contact your doctor before
taking this medicine.

Lebalix contains sodium
This medicine contains less than 1 mmol sodium (23 mg)
per hard capsule, that is to say essentially ‘sodium-free’.

3. How to take Lebalix

Always take this medicine exactly as your doctor has told
you. Check with your doctor or pharmacist if you are not
sure.
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Your doctor will determine what dose is appropriate for you.
Lebalix is for oral use only.

Peripheral and central neuropathic pain, epilepsy or
Generalised Anxiety Disorder:

- Take the number of capsules as instructed by your doctor.
- The dose, which has been adjusted for you and your
condition, will generally be between 150 mg and 600
mg each day.

Your doctor will tell you to take Lebalix either twice or
three times a day. For twice a day take Lebalix once in the
morning and once in the evening, at about the same time
each day. For three times a day take Lebalix once in the
morning, once in the afternoon and once in the evening,
at about the same time each day.

If you have the impression that the effect of Lebalix is too
strong or too weak, talk to your doctor or pharmacist.

If you are an elderly patient (over 65 years of age), you
should take Lebalix normally except if you have problems
with your kidneys.

Your doctor may prescribe a different dosing schedule and/
or dose if you have problems with your kidneys.

Swallow the capsule whole with water.
Continue taking Lebalix until your doctor tells you to stop.

If you take more Lebalix than you should

Call your doctor or go to the nearest hospital emergency
unit immediately. Take your box of Lebalix capsules with
you. You may feel sleepy, confused, agitated, or restless as
a result of taking more Lebalix than you should. Fits and
unconsciousness (coma) have also been reported.

If you forget to take Lebalix

It Is important to take your Lebalix capsules regularly at the
same time each day. If you forget to take a dose, take it as
soon as you remember unless it is time for your next dose.
In that case, just carry on with the next dose as normal.
Do not take a double dose to make up for a forgotten dose.

If you stop taking Lebalix

Do not suddenly stop taking Lebalix. If you want to stop
taking Lebalix, discuss this with your doctor first. They
will tell you how to do this. If your treatment is stopped it
should be done gradually over a minimum of 1 week.

After stopping long and short-term pregabalin treatment,
you need to know that you may experience certain side
effects, so-called withdrawal effects. These include, trouble
sleeping, headache, nausea, feeling anxious, diarrhoea,
flu- like symptoms, convulsions, nervousness, depression,
thoughts of harming or killing yourself, pain, sweating,
and dizziness. These effects may occur more commonly or
severely if you have been taking Lebalix for a longer period
of time. If you experience withdrawal effects, you should
contact your doctor.

If you have any further questions on the use of this
medicine, ask your doctor or pharmacist.

4. Possible side effects

Like all medicines, this medicine can cause side effects,
although not everybody gets them.

Very common: may affect more than 1 in 10 people
Dizziness, drowsiness, headache.

Common: may affect up to 1 in 10 people

- Increased appetite.

- Feeling of elation, confusion, disorientation, decrease in
sexual interest, |rr|tab|I|ty

Disturbance in  attention, clumsiness, memory
impairment, loss of memory, tremor, difficulty wrth
speaking, tingling feeling, numbness, sedatlon lethargy,
insomnia, fatigue, feeling abnormal.

Blurred vision, double vision.

Vertigo, problems with balance, fall.

Dry mouth, constipation, vomiting, flatulence, diarrhoea,
nausea, swollen abdomen.

- Difficulties with erection.

Swelling of the body including extremities.

- Feeling drunk, abnormal style of walking.

Weight gain.

Muscle cramp, joint pain, back pain, pain in limb.

- Sore throat.

Uncommon: may affect up to 1 in 100 people

Loss of appetite, weight loss, low blood sugar, high blood

sugar.

Change in perception of self, restlessness, depression,

agitation, mood swings, difficulty finding words,

hallucinations, abnormal dreams, panic attack, apathy,

aggression, elevated mood, mental impairment, difficulty

with thinking, increase in sexual interest, problems with

sexual functioning including inability to achieve a sexual

climax, delayed ejaculation.

Changes in eyesight, unusual eye movement, changes

in vision including tunnel vision, flashes of I|ght jerky

movements, reduced reflexes, increased  activity,

dizziness on standing, sensitive skin, loss of taste,

burning sensation, tremor on movement, decreased

consciousness, loss of consciousness, fainting, increased

sensitivity to noise, feeling unwell.

Dry eyes, eye swelling, eye pain, weak eyes, watery eyes,

eye irritation.

Heart rhythm disturbances, increased heart rate,

low blood pressure, high blood pressure, changes in

heartbeat, heart failure.

Flushing, hot flushes.

Difficulty breathing, dry nose, nasal congestion.

Increased saliva production, heartburn, numb around

mouth.

Sweating, rash, chills, fever.

- Muscle twdchmg, Jomt swelling, muscle stiffness, pain
including muscle pain, neck pain.

- Breast pain.

Difficulty with or painful urination, incontinence.

Weakness, thirst, chest tightness.

Changes in blood and liver test results (blood creatinine

phosphokinase increased, alanine amino transferase

increased, aspartate aminotransferase increased, platelet

count decreased neutropaenia, increase in blood

creatinine, decrease in blood potassium).

Hypersensitivity, swollen face, itchiness, hives, runny

nose, nosebleed, cough, snoring.

- Painful menstrual periods.
- Coldness of hands and feet.

Rare: may affect up to 1 in 1,000 people

- Abnormal sense of smell, swinging vision, altered
perception of depth, visual brightness, vision loss.

- Dilated pupils, cross eyes.

- Cold sweat, tightness of the throat, swollen tongue.

Inflammation of the pancreas.

Difficulty in swallowing.

Slow or reduced movement of the body.

- Difficulty with writing properly.

Increased fluid in the abdomen.

- Fluid in the lungs.

Convulsions.

Changes in the recording of electrical changes (ECG) in

the heart which correspond to heart rhythm disturbances.

Muscle damage.

Breast discharge, abnormal breast growth, breast growth

in males.

- Interrupted menstrual periods.

Kidney failure, reduced urine volume, urinary retention.

- Decrease in white blood cell count.

Inappropriate behaviour, suicidal behaviour, suicidal

thoughts.

Allergic reactions (which may include difficulty breathing,

inflammation of the eyes (keratitis) and a serious

skin reaction characterized by reddish non-elevated,

target-like or circular patches on the trunk, often with

central blisters, skin peeling, ulcers of mouth, throat,

nose, genitals and eyes. These serious skin rashes can

be preceded by fever and flu-like symptoms (Stevens-

Johnson syndrome, toxic epidermal necrolysis).

- Jaundice (yellowing of the skin and eyes).

- Parkinsonism, that is symptoms resembling Parkinson’s
disease; such as tremor, bradykinesia (decreased ability
to move), and rigidity (muscle stiffness).

Very rare: may affect up to 1 in 10,000 people
- Liver failure.
- Hepatitis (inflammation of the liver).

Not known: frequency cannot be estimated from the
available data )
- Becoming dependent on Lebalix (‘drug dependence’).

After stopping a short or long-term treatment with Lebalix,
you need to know that you may experience certain side
effects, s)o called withdrawal effects (see “If you stop taking
Lebalix”).

If you experience swollen face or tongue or if your skin turns
red and starts to blister or peel, you should seek immediate
medical advice.

Certain side effects may be more common, such as
sleepiness, because patients with spinal cord injury may
be taking other medicines to treat, for example, pain or
spasticity, that have similar side effects to pregabalin and
the severity of these effects may be increased when taken
together.

The following adverse reaction has been reported in the
postmarketing experience: Trouble breathing, shallow
breaths.

Reporting of side effects

If you get any side effects, talk to your doctor or pharmacist.
This includes any possible side effects not listed in this
leaflet. By reporting side effects you can help provide more
information on the safety of this medicine.

5. How to store Lebalix
Keep this medicine out of the sight and reach of children.

Do not use this medicine after the expiry date which is
stated on the carton. The expiry date refers to the last day
of that month.

Do not store above 30°C.

Do not throw away any medicines via wastewater or
household waste. Ask your pharmacist how to throw away
medicines you no longer use. These measures will help
protect the environment.

6. Contents of the pack and other information

What Lebalix contains

The active substance is pregabalin. Each hard gelatin
capsule contains 150 mg pregabalin.

The other ingredients are: lactose monohydrate, maize
starch and talc. Capsule shells contain gelatine and
titanium dioxide (E171).

What Lebalix looks like and contents of the pack

Lebalix hard gelatin capsules are white body with the
inscription “150 mg” and white cap with the inscription
“A002". Lebalix is available in packs of 56 capsules (14's
blister x 4).

Marketing Authorisation Holder and Manufacturer
Laboratorios Cinfa, S.A.

Olaz-Chipi, 10. Poligono Industrial Areta

31620 Huarte (Navarra)

Spain

This leaflet was last revised in: December 2023.

This is a Medicament

- Medicament is a product which affects your health
and its consumption contrary to instructions is
dangerous for you.

- Follow strictly the doctor’s prescription, the method
of use and the instructions of the pharmacist who
sold the medicament.

- The doctor and the pharmacist are the experts in
medicines, their benefits and risks.

- Do not by yourself interrupt the period of treatment
prescribed for you.

- Do not repeat the same prescription without
consulting your doctor.

- Keep all medicaments out of reach of children.

Council of Arab Health Ministers
Union of Arab Pharmacists

Qcinfa
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