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- feeling wasually suspicious (paranoia)

Kiegia XL 10 mg modified-rel
hard capsules

Kiegia XL 20 mg modified-release
hard capsules

- feeling depressed or guilty
“Tell your doctor or pharmacist if any of the
s toyouoryour i, befor stating
et This s bcause melylphenidaie con
worse.

above

ant to

Kiegia XL 30 mg
har

capsul
Kicgia XI.40 mg ‘modificd-release
ules

d ca
Kiegia X1, 60 mg modifed-release
hard capsules
Methylphenidate hydrochloride
Read an

f this leaflet carefully before you

or your d..m

During treatment, boys and men may unery

expeience prolonged erseions, T may be ol
ime. I is important to contact

o Bt S ey o st ot for

Tonger than 2 hours, particularly if his i

Checks that your docter will maks eares youor

your child start taking methylphenidate
s chicks e 0 deade ifnettylphendate s he
x your child. Your

important information for

E o i enfet. You may need o ead it agrin

- If you have any further questions, ask your
doctor or pharmacist

- This medicine has been prescribed for you only
Do ot pas € o 0 . 1y harh hen.
oven iftheir signs of illness are the same as

1 you get any side effects,talk to your doctor
or pharmagist. This includes any possible side
effects not listed in this leaflet. See section 4

What is in this leaflet

1 What Kiegia XL are and what it s wsed for

2 What youneed to know before you fake Kiegia XL

Howto store Kieia XL
6. Contents.

will lk o you abont
auy other medicines you or your child are taking
et thers s il oy o sdden
unexplained deat
~ iy e el problems (such as heart
problens) you. your il oryour family ay
fave

= how you or your child are feeling, such as
Fecling high or low having strange thoughts,
or i you oryour cild have had any of hese
Fecling
= whether there is a faily history of “ties” (hard-
d twiching of any pauts of the

~ amy mental health or behaviour problerns v or
o hid o fher il members have or e
ever had. Your doctor will discuss whether you

oryour dld e at ik of baving mood svings

1. What Kiegia XL are and what it is used for
“The naume of this medicine is Kiegia XL, it contains

et i o ot chock you
or your cllds meal health history, and check
iny of your iy b istory of i,

“The naume ‘methylphenidate’ is also use this leafle.
Whatitis
Kiegia XL is used to treat *Attention Deficit
Hyperactvity Disorder’ (ADHD)

15 used in children and ad

Itis m\pm‘am it vou provide s much information
as you can. This will help your doctor deci
‘methylphenidate is the correct medicine for

or you cild. Your doctor tay decide it oher

the ages of 6 and 15, and in adhlts
tis used only after freatments which do not

stat taking this medicine.
ping testing

behavioural therapy. and which have been
insufficient

Kiegia XL is not for use as a reatment for ADHD

in children wnder 6 years of age. Itis not known if it

is safe or of benefit i these children under 6 years

How tworls
L improves the sctivity of certain parts of
e i i v et The medae o

This
testing for drug use. This includes testing used in
sport.

er medicines and Kiegia XL

Tell your doctor or phammacist if you or your child

aretaking, bave ecely ok of gt any

ofher me

Do ot take. meﬂvylphzmdmz if you or your hild

- e tang a metiine calld 4 monoaine
{AO) used for depression,

wand
reduce impulsive behiaviour

‘The medicine is given s part of a treatment
progranmne, which usually Tuae

- psychological

- educational and.

- y.

L treatment must only be iniiated by, and

used under the supervision of @ doctor, specialised

inth etnt SEADHD, el o an et
aediat

o lave taken an MAOT in e ot 14 days.
mthylphenidate may
cause a sudden increase in blood pressure (see
g 5

I you or your child are taking other medicines,
nethylphenidate may affect how well hey work or
may canse side effects_ It may therefore be necessary.
fo change the dose of the medicine or to discontime
reatment altogether. IF you or your child are faki
any ofthe olloving medicnes, heck with your

or

o A eato vamtion b s oo

s tequired. T you are an adult and have not been
reated before: the doctor will canry ot fests fo

confirm that you have had ADHD since childhood

Using treatment programmes as well as medicine.

helps to manage ADHD.

About ADHS

Children and adolescents with ADHD find i hard:

= tositsill

- to concentrate

Itis not their fault that they cannot do these hings,

Many children and adolescents struggle to do th

hings. However ADHD can canse problerus with

everyday life.Children and young people with

e b for depresion
medicines for severe mntal heshproblens
yphrenia)
R epileps)
medicines sed to reduce or increase blood,

some cough and cold remedies which contain
substances that can affect blood pressure, It is
et o chesk i o pharmaci vhen
you buy.
. mcdxcmcs ke i the blood o prevent bood

Kiegia S, o ot vk together with H,
receptor blockers or antacids which are used to
teract

oin

I\ome\wmk "hey find i hard 1o bl well a home,
t school or in other placs

Al ith ADHD e it b 1o concentne

They often feel restless, impatient and inattentive,

“They may have difficully organising their private life

and work.

Notall patients with ADHD need 1o be treated

with medicine. For children, the decision 1o use.

excessive acitty in the stomach, as this could lead
10 a faster release of the fotal amount of active
substance

1 you are in any doubi about whether any medicines
s you dhld e ing e nsuded i e s
s,k your dsto or phamacistfor aics

o taking methylphenidat
Hoing an aperation

ased o a

assessment of the severity and chronic nature of the

child's symploms

ADHD does not affect intelligence.

2. What you need to know before you take
Kiegia XL

Do not take Kiegia XL If you or your child:

Tell your or your child are bei
rated wilh K XL ifyou o your chid 1s going
o have an operation. Methylpheiidate should ot
be taken on the day of
of anaesthetic is used. This s because ther

< sudden ise i blood preseuns i the
operation
Kiogia XLwith foad.drink and alcohol

Tood mmay help to stop

y of the

other ingredients of th
section 6) I you think you are allergic, ask your
doctor for advice.

Have a thyroid problem

1d being sick:
Do not drink alcohol while taking this medicine.
‘Aleohol may make the side effects of this medicine
worse. Remermber that some foads and medicines

inhibtor (MAOD) s fo depresson,or 1 you
ook AT e o 14 dys
o mreased presobe e alcons)
e o o o drene gan
(Phasochromocyioma)
L o catmg problem whereyou do ot fel
uery of w10 e (el 5 Anorexia nervoss)
- e very high blood pressue o narrowing.
i blood vessel, which can cause paia n he
s andlogs

Pregnancy. breastfecding and fertility

Itis not kaiown if methylphenidate wall affect an
effect on fertlity have been seen

in animal tests.

Askeyour doctor o phanmacist for advide before

‘aking this medicine i you or yaur daughter are:

= sexually active. Your doctor will discuss

contraception
- preguant, may be pregaant or are planning

have ever had heart
ck, uneven heartbeat, pain and discomfort

i he chest, hean failure, heart disease or an

inherent heart problem

Have bad  problnn withthe lood vessls

in vour brain such s a stroke, swellng

d weakeing of pt o ablood vessel

(aneurysm), narrow or blocked blood vessels, or

infanmation o the blood vessls (vaseulis)

= ol al

ecide
wleheryou shoud ke mettylpenidate

- are breasi-feeding orare 2 to breast-feed.
Itispossibl et “metiyiphenidote s posed nio
Wb Yo shod b while o
methylp

Drivtag and wing machines

You o yourchld may fee iz o leeps. ive

blured vision, have

= 2 pevhopaic ot pronsty’

Bt oot o ballcitons,or an
illness calle
o evere ot pm\)lem ke
- feeling like killing you
T e deprmon e you fd vy
sad, worthless and hopeless
- mania, where you feel unusuall
excitable, over-active, and unialibited
- mood changes from depression to mania

Do ot take metyighenidte iy of e above

Flimtons-o s e el of e e
nervous system when toking methylpheridate. 1f
fhese happen it may be dangerous to do things such

. use machines, ride a bike o horse or climb
trees.

Kiegia XL
You or your child should alvays take this medicine
exactly as yourdoctor has fold you. Check with your
doctor or pharmacist f yon are not sure.

Dose
Your doctor villualy st reaiment wih o

applies to you or your child.
tlfoyourdocto or plnnmaclsl before taking

Childen (6 years nd aver) and adolescents

can make these pmlrlcms worse
‘Warnings and precautions
Talkto,

tarting dose 15 2
Ao discrtionof e docor, resmentwah Kioga
XL can also b sterted at a dose of 10 mg. Tl

Kiegia XLif you or your child:

= have liver or kidney problams

= develop bluned vision o other visual
disturbances contact vour doctor. Your doctor
may consider disconiinuation of Focusim XL,

- have had fils seizames, convulsions, epilepsy) or
any abnormal brain seans (EEG)

- have ever abused or been dependent on alcohol,
prescription medicines or street drugs

Iy doseis 60 me. Kiegia X ars ke
‘once daily in the moming in patients younger than
15 years of ag

Adulis

The maximum daily dose s 80 mg,

~ I you take Kiogia XL for the first time, your
doctor will star treatment a 2 dose of 20 mg
once daily and, if required, will ncrease the dose
radually at weekly small increments.

1 you were already treated with a modified-

P
section ‘Prognancy, breast-feeding and fertility”
below)

~ orany other member of your faily have hard-
to-control repeated twitchung of auy parts of the
body or you repeat sounds and words (tics)

~ have a heart problem which i ot mentioned in
the section “Do ot ake Kiegio X1
- e ol bl bl i s
not mentioned in the section “Do not ke
i XL Other mentzl

any
aration with a similar release sysiem in
Gilihood and you have s amed 15, you
ctor may cortiane treatment vith the same
dose. I you were treated with an immediate-
release formulation in childhood, your doctor
will prescibe the equivalent dose of Kiegia XL
Forlowe doses o sl intenents,
ent strengihs of this me
mellyiphetsdate-contaning medicines may be
available

include:
‘mood swings (from being manic fo being
deptessed - called “bipolar disorder’)
- starting to be aggressive or hosile, or
aggresson which et worse
ing.

g
child is on treatment
Your doctor will d
= before you or your child starts —to make sure
dat e XL i sl will b of b
ecks that your docor

o)
- believing things that are not rue (delusions)

ks oot you ot Your ot o kg
methylphenidate”)
fer you or your child sarts ~ they vill be done
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at least every 6 months, but possibly more often
“They will lso be done when the dose s changed,

Uncommon (may affect up t0 1 in 100 people)
~ constipation

These tets vilinclude comtor
checking appetite. - blood in the urine
g hog et for chldren, - Hued vision

measuring weight for adul

measuing blood presswre and heart rate

checking for problems with mood. state of mind

or any ofher unusual feelings, or i these have

taking Kiegin

Method of Adminitraion

Kicgia XI

- ok < Kiogn X1 anoe daily with o vithout oo
n XL shold ot betaken o e in the

- muscle pain, muscle twitching, muscle tightness
increases I et (et resuls (s 1 biood es)
- anger, fecling tearful, excessive awareness of
surroundings, tension
- diyeye
ect up to 1in 1,000 people)
= changes in sex drive
- fecling disorientated
dilated pupils, trouble secing

moning s itm
The capsule ihauld (R i
drnk of wa

— Demon v chew o divide the cpsale orthe
contents.

child are unable to swallow Kiegia XL,
voucan spm\Me the conlents on a small amout of
Tood, s follows
avfully open he capsle ad sprce the
p¢1l¢t< vt a smallanoun of st oo e &
apple sa
i food should ot be warm e s could
pecial properties of th

Do not st or o the pelets,
~ Inmedsately drug/food mixtue.
Do no store any drug/fcod miure for ufure use
Long-term tr
Fiegan X1 showld net and does not necd t be
taken forever. T you or your ohild fakes Kiegia XL
for more than one year, your doctor should stop
freatiment for a shorttnie at least once a vear (in
children, tis may happen during a school holday).
This will show if the medicine s sl needed

- redness of the skin, red raised skin rash
- obsessiv ive disor D) (including
imesistble urge to pull out body hair, skin
picking, having repeated um
felings, inages ot uges i your i (obsessive
ming repeated behaviours or
en s (o na)
Very rare (may affect up to 1 in 10,000 people)

- sudden death

z s
~ smull ed marks on the skin
- x blocked art
- abnomul liver function including iver falure

and coma
- chianges in festtesults inchuding lives nd blood

- gulide atempt d siide, abnonnl tinking,
lack of fecling or
- e nd s T b, ngling and
changing colour from while o blue, then red
“Raynand's pheromeron’)
- increased pressure in the eye
eve

B
g
s,

It you or your child do 1
‘month of treatment
I you or your child do not feel better, tell your

-y vision
dise to damage 1o the eye nerve (glaucoma)
from

doctor
different treatment
Not using Kiegin XL properly
e XL is ot ot this may case
behaviour. [t may al
Your childsats t depend cn the medicine Tell
Your doctor if you or your child has ever abused or
een dependeit on alcohol, prescription medicines or
street drugs.
‘This medicine is only for you or your child Do
this

the available data)
- migraine
- very high fever
slow, fast or extra heart beats
- amajor it (grand mal convulsions”)
- belicving things that are not true, confusion
severe stomach pain, often with fecling and

ing sick
= problems with the blood vessels of the brain
(stroke, cerebral artertis or cerebral ocelusion)

Dot give . evenif their

symptoms seem similar

I vou or your chl ake more Kigla X, than

you should

i vou or your child have taken 100 many capsules,
i o 2 doctor o call

- excessive uncontrolled talking
7 prclonged erections, sometmes peinfl o an
increased munber of erections
Effects on growth in chi
When el for

“Tell them how much Medical

yea
‘ome children. This

reatment might be needed

Signs of overdose may include- being sick, fecling

g, tking incrensed woontolled overnens,

‘muscle twitching, fits (n .

feching vy happy: being confused, seeng.foeng

or hearing things that are not real (hallncimations).

sveatng ushing Leadale, il fover, changes

e et papie s e d ot

If you or your child forget to take Kiegia XL

D3 ot take & double dos to make up for a forgoten
ou or your child forget a dose, wait il it

i time for the ext dose.

I you or your child stop taking Kiegia XL If you

et lssthan 118 10 hildren

~ " There may be lack: of weight gain or height
increase.

- Your doctor will carefully monitor height and
viight,as well as How el yourchild s catng

- Ifyourhild s ot grovingas sxpectd.then
treatment \».u. meciyiphemdate may be sopped
for ashort

Reporting o sde et

o get g aide et tlkcto yous doctor s

anypossl side offcs

Tt s e, o o seprs

bt ety v Yl ot Sermt Wt

wwwnhia gov ukyelloweard or search for MHRA

Yellow Card in the Gaogle Play or Apple App Store

the ADHD symptoms may come back or unwanted
effcts such as depression may appear. Your doctor
want 0 gradually reduce the aimount of medicne
takcncacluiuy ‘Defore stopping it cmnplemly Talk to
Tatoe stoprng Kogia

oo e b o s
‘medicine, ask your doctor or pharmacist.
Possible skl effects
Like all medicines, this medicine can cause side

o, allhough nokeverybody gets them Aldhough

By
information on the safety of this medicine.

How to tore Kiegia
eep this medicine out Aethe sight and reach of

Rk e o store th mediine n.a secure lsc s0
Dt hody e

Do ot use this medmne - oo datetich
s stated on the carton

The upiy dte el ol st iy it month
require any special storage:

L most
‘methylphenidate helps them. Your doctor wall alk to
Yo about these side effects.

‘Some side effects could be serious. If you or your
child experi of Jseea

i
Da not throw away any medicines via wastewater of
household waste. Ask your pharmacist how to throw

doctor gt awe:

Common (may affect up to 1 in 10 people)

e caribeat (apitations)

- mood changes, mood swings or changes in
personality

Uncommon Gnay aletup t 11 100 poopl)

Tonge

Wilhel protect he environment

6. Contents of the p.lck and other information
What Kiegia X1 coniains
e acive sbstance s methyiphenicte
hydrochlonde
Kiegia XL 10 mg modifed-relesse fird

thinking about or fecln
- seing el o Mmg mmp that e not real
- these are signs of psych:
- mcontr »ue« Spesch and body morements
(Towett
- s of allrgy such s s cling o hives
. sweling of e s, g (engue
o ohr party o he body, shorthess of breth
wheezing or trouble breahing
Rare (may affect up to 1 in 1,000

= feeling unustally excited, over=active and
aniniubited (mania)

Very rare (may affect up t0 1 in 10,000 people)

N attack

- it i, comvlsionseilepe)

- skin peeling or purplish red patcl

- muscespms vl o chanel cntcl
Fecting your eyes, head, neck, body and

nervous system - due fo a temporauy lack of

blood supply to the brain

paualysis or problems

2

mzll\ylpl\:mdne I\ydmd\lende
modified-releas

mps-ues contain 17.3 mg methy Lpnem«m as

20 mg methylpheni date hydrochlori

capsules conta &
30mg memylplmndale Iydoclorde
modified-release hard capstiles
3 tons mclhylphemdnle as 40 mg
methylphenidate hydror
Erem s 66 i moditedadease Jardcapaies
519 mg methylphenidate
methylphenidate hydrochlonide.
e othrcxopints e
e contents: cellulose, microcrystalling
Fomonlons e mehacryi cid iyl
methseylte sopolymer (11 ity it
ipleeiloss, Ty droxypropylosiuios
Capsuieshel” g, tannn diowide (171)
Additionally in Kiegia X110 g, 30 mg, 40 mg and
Tron

difficulties in speech - these can be sigas of

problems with the blood vessels in your brein

decrease in mumber of blood cells (red cells,

white cells and platelets) which can make

more lkely to get infections, and make you bleed
and bruise more easily

£ maden nreae i oty temperte, vor

high bloo

(Neurolephc Nraignant Syndrome 115

Rt certain that this side effect is caused by

oxide yellow (E172)
Printed i
Shellac gl
Ironcxide blnk E172)
glycol
it megu XL looks like and contents of the

Modlﬁad-mleasc hrd capsuiles
Kiegia

d capsal

3) with orange

taken in combination with
Not known (frequency cannot be estimated from
the avallable date)
- unwanted thoughts that keep coming back
- l\nexplamed Jinting hestpan, s of
Ollnev side effects include the following, if they get
serious, please tell your doctor or pharmacist:
Very common (may affect more than 1 in 10

ple)

= decreased appetite
- headache
- fecling nervous
not being able to sleep
- fecling sick
dry month
Common (may affect up to 1 in 10 people)
= joint
- high temperature (fever)
wsual hair los:
feling umsnnly sy or  drowsy
loss of ap
g decleerc inadults
T R o dive
- toothache
- itching, rash ot aised red itchy rashes (hives)
- excessive sweati
- coneh ore ot oo nd st i,

- clanges in lood pressre bty bigh bood
pressue, fast cold hands

apad, wlm: body unpnmed 10 with black

with white to off-white spherical pellets
i 155
Kiegia X1.20 mg E—— capsules
Opae urd ellne capals iz 3)wih whits cap
and wiite body, im 0" wit
i Wit STwhte sphencal pelcs Capae

ngih 159
Kiegia X130 mg modifiec-telease hard capsules
Opaue ixd gelfine capsls Gize2) with ellow
ap and yellow body. imprinted 30" with Black
Sk, il with whit 10 of-whie spherical plets
Capsule lengih: 1
Kiegia X140 mg modifiectelease hard capsiles
Opaue hard glatine copals Gz 1) wih e
cap and orenge body, imprinted 40 with black
i, e vl “nm m e sphoncal palets
Copsule len
Kiegia X gg mg mmlnﬁedqelcmc hord capsles
Opaque hard gelatine capsule (size 0) with yellow
<ap and white body imprinted “60” with black
ik, filled with white o off-white spherical pelets.
Capsle leagth: 21.7 .
Ficgia XL. 10 mg/20 mg/30 mg/d0 mg /60 mg
modified-release hard capsules are available m
HDPE botles with hid esstant lowe (PF)
100 modified-release hord

%

capsum
Not all pack sizes may be marketed.

and feet
- shaking or trembling, feeling dizzy, movements
ol ol elng ity being

Keti Holder
Strides Phianma UK Linuted

Unit 4, The Metro Centre

Duight Road, Watford.

SPUK.
Konapharma AG
Pack insert

unusually actve WIS 055

- fuoling sggresive, agiaed,resless, anious,  Unied Kingdom
deplessc stressed, uritable and abnormal 4
behavious, problems sleeping, trdness Manutscturer g

- stomach pan iarhoen, stomach discomfort,  Konaphama A g
indigestion, thirst and being sick. Nermbodamiane 73 E

s wsually occur at thestartof 4133 Prattln
e o cn e diced by kg he Swatzatind
medicine wi This leaflet was last revised in 09/2025.
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