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The mzme of your meditine 3 Equasym 8L, i contsine the sctve subsience
'me?;yi%&emdate bypdrochieride’. The name ‘methylphentdate will also be used in
i

Mow read the rest of this leafist before you start taking this]

medicine,

What it is used for

Eguamym XL b5 used to traat atteniian defilt hyparactvity disprdar {ADHD)

= It b azmed b chiidren and young people bebwsen the ages of 6 and 180

» 1t 15 used only after tndng treatments which do not tnvolve medicines. Such as
counsalling and hehavioursd therapy.

Equasym L35 not for wex as o treatment for ADHD in children under & years of 2z

or in eduits, 11 not Enows I s sefe or of banelit In thess peogla.

How it works

Egueasym XL dnproves the acthity of certatn perts of the bralnwhich are under-atties
The medicine can help & Fhtenton fsttention spank and reduca
Imulstes behasiour.

The madiving is given as pert of o treatment programs, vl susily indudes:

= payrholagical

= educatienal and

= sovial therapy.

it & presoibad ondy by doctors who heve experance [nchildren or young peoples
behaviour problems. ADHD can be managed using tregtment programenes,

About ADHD

hilldven and young pecplewith ADHD find it
= hard toost st and

= hard to concentrate,

15 ot thatr fault that they cannot do thess

Baany children and young pespls struggle to do these things. Howevar, with ADHD
they an cause problems with evenpdsy e, Chiden and young paople with ADHD
may have difflolty leaming and doing hemework. They find it hard fo bahave weil

st home, t scheod or in other places,
ADKD does not affect the mtelligence of a child o young peeson.

D mot take methyighenidats if:
= you are alterglc (hypersensitivel to methyliphentdete or sny of the other Ingrediants
«of Equagym oL fsted In Secion &)
= ot havs 3 thyrobd problem
® yiis hiwes incressed pressurs in your aye (glaucamal
= youl hava a temaeus of your adressl gland (phesschromaotomal
= you have an eating problam when vou do not feel hungry orwant to eat-suchas
*anranla DEFYDsa’
= you have very high bload prassure or narrowing of the Blood vessals, which can
s pabn nothe srow and bags
= you have ever bad heart problams - such as & heart attark, uneven heartbeat, pain
et disroenfort fm the dhest, heort feilure heort dissase orwers bose with 2 heart
problem
=y hove had a problem with the Bood vessals in your brain - such a5 a stroke,
sevelling and waakening of part of 3 blood wessal éaﬂem}fsm}, marr of bloded
blood vessels, or iInflammation of the blood vessl frasoulitss)
= yous hawe mental health probloms such as
~ 8 *‘peychopathic or ‘besderiing personality’ problem
- ghnorma thoughits o visions or an Hnes lled whizopheenia’
~ stgns 2f  severe mood problem Bhe:
o feciing ke killing yoursalf
o SRR %zéifiun, where you faehvery sad worthles and hopeless
o marlz, s you Teed unusually eudtable, vver-active, and wn-inhibtted.
B not take methyiphenidate if any of the sbove apply to you i you are oot wres,
salk o your dector or pharmactst before you tabe methyiphenidate, This s bezuse
mathylphenidete can make thess problams worse,

Inf ¢ children and young people ,
Thiz infe & fo help you learn the main things abowt your medidne wmlied
Erquamym KL

#f you don't entey reading, somenns ke your muem, dad of caver (sowetionss alled
o guankian't 2an read i tooyou and anseer any questions.

i mnay help of you read smat Bis ot 2 trme.

Wiy hiave | been given this medidne?
This madicne can help children and voung peoplewith “aoBD,

* ADHD an make yom
~ urs shout oo much
~ rot be abls Yo pay attention
- act quickly without thinking abowt what vl happen nest Umpulsivel.
= 11 affects lsarming, making friends and how you think about yoursslf 156 notyour
fault.

While you are taking this medicing
= aeeni] 2 taking this medivine you will alse get help with ways to cope with your
ADHD such 25 talking 1o ADHD specalists,
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Check with your doctor or pharmacist before treatment il
= you hawe Bver or kidney groldems

» you have hed fits Gelzures, corviulisions, epliepsy) or any abnosmal brain soans EEGS)
= you have sver abused o been dependent on alcohad, prascription medicines or

strest drugs
= you are a g and have started your peniods {see the ‘Pregnancy, breast-feeding and
comtraception’ sectlon bedow)
= you have hard-fo-tontrol, repeated wwetching of any parts of the bady oryourepent
sounds and words
= you have Hood
= yoa1 Bigee @ Beart po wihich & not in the Do not take’ seqtion above
= you have 2 mental bealth sroblem wdidh 15 notin the ‘Do not take' section sbave.
Other mertal health problems indide:
- motd sedings trom belng manic fo being depressad - called “bipodar disorder)
~ starfing o he aggresive or hostile, o your aggroston gots worse
- seelng, heasing of Teeling things that are not thers thalluonationsy)
— babading things thet s nat rue (de!;&émé

TELSTE

~ feeling Iy suspicious {paranota
~ fesling agttated, arxlous oF tense
— feeling depressed or gulity
7ell your doctor or pharmackst ¥f any of the above apply to you before staring
This s becass hylphenidate can make probéems waorse. Your

dactor will want o monltor how the medicing affects you,

Checks that your dodtor will make before you start taking

methylphenidate

Thase checks are to decde i methyiphenidste i the correct madiaine for you

Yeurs doctor wilf talk to you shout

= any other medicines you are taking

= whather there & any family fastory of sudden unesplained death

» gny other medicsl problems {such as heart problems) you or your family may have

= how you are feeling, such 25 feeling high of low, having strange thoughts of 1f you
hawve had any of these feelings & the past

= whather thers &5 2 Tamily hutory of tes' thardto-cantd, repeated teitching of ary
parts of the bady or repesting sounds snd woods)

= any mental heatth o behaviour probiams you or other family membens have segr
had. vour doctor vl discuss whethar you are 2t risk of having mood sadrgs Hrom
befng manlc to being depressed - called “bipolar disordar?). They will dhedk your
mental hwalth histong and dhedk f any of your femily have a fistory of switkde,
bigolar disordes or depression.

it i bmpartant that you provide a5 muwh information as you can. This will help your

docter dectde if methyipheridate & the cormert medicine Jor you. Your dotor mway

dectde that other m tests ase nesded before you start tagng thils medidne.

Taking other medicines

Fleasetell doctor o phasmadst you aretaking o have recently takan any other

me&m.}?w me(gﬂnes cmnﬁl wthout 3%%&51:”?!}0%1« o .

oo not take methyfghensdate if yow

= gre taking 5 medicee calfed & ‘moncamine oxidsse \nhilbsor (AA0N wed for
depression, or have taken an MAX n the lest 14 . Teking an 3201 with
methsiphenidate may case o sudden Increese inyour s,

#f you sre talang other medicines, methyiphenidate may affect hovewedl they work

ar mag;agse side offets. 8 you are taking any of the follovang medicines, checkwith

your 7 or pharmadst taking methyiphenidats:

= gther medines for depresion

= mediine: for severe mantal health problems

= medicines for eptians

= medicines used 1o seduce of Inoease bood pese

= some cough and old remedies which contale madicres that oo affect blood
pressure. It is important to cherk with youwr pharmadst when you buy any of these

products
= medicines that thin the blood to prevent blood dots,
Hyou are In ary doubt aboet whether any mediones you are taking are induded In

thie bt shove, ask your dodor or gharmadst before taking methyiphenidate.

Having an operation

Tell your doctor W you are golng to have an opsretion You should sot ke
mathyisheradate on the day of your surgery ff 4 centain type of anassthelic b wsed
This 15 because there 15 a chanee of & sudden tse In blood pressure during the
operation.

Drug testing
This medicing may give 2 podithve resultwhien testing for drug use. This includes testing
wsed in sport

Taking methylphenidate with alcohol
Da not drink aleohol while taking this medicne. Aleohe! may make the side sfferts
of this medicne wonse. Remamber that some foodk and medicnes contain alohol.

Pregnancy, breast-Teeding and contracaption

tt &5 not known If methylphenidate wail affect an unborn baby. Tell your doctar or

pharmadist before using methyipheridate f you are:

* having sex. Your doctor will disouss contraception with you

= peegnant or think you may be pregnant. Yeur docterwill decide whether you shoutd
take mathyiphenidate,

= breast-feeding or planning to breast-deed. 1 &t possitde that yiphersdate is
passed Into human breast milk. Therefore, your docor wilk decide whether you
shouddd breast-feed while taking methylphenidats.

Driving or using machines

vou may fest dizzy, have problems fooussing or have Bhered visten when taking
methyipherddate. if thaie happen 1t may be dangerous 1o do things sudy as deive, use
machines, ride a bike or horse or dimd frees.

important information sbout some of the Ingredients of
Equasym KL

This medicine contaims suciose (s type of sugar), 1 you have been told by your doctor
that you mnnot tolerate or digest some sugars, el to your doctor before teking this
medicing,

El How to itarke» Equasym XL

How much to take

Hbvemys take Eguasym XL exactly as your doctor hes tobd you, Check wath your doctor

or pharmacist if you are not swe.

= Tguazpm XL 15 & “modified melease” form of fylnh wehich e
meedicine gradually pver a time period corresponding to the school duy (8 hours), it
iz Intendad to take the place of the me total daily dose of wadiionz! immediale

5 methyiphenidate taben ot broakfast and lunchtima

= §f you are already taking fraditional gl 1
doctor may presoribe an eguivaient dose of Equasym XL lnatead.

= 3 you hiave not taken a radate before, vour dectar will normally
start trestment waith traditionsd refensa) tablets
3 your doctor fesls it s necassary methyipheridate traatment may be
started with Bqmsym XL 10 seg once datly before breakfast,

= your doctor sl usuelly stast treatment with & fow dose and Inoesse
i gradually as reguirad.

= Thie masimem daily dose s 60 mg.

inta Yo

» This medicine should help you.

= v witll nead toogo to your doctor seversl timas a year for check ugs. This 5 to
mzke sure the medicing 1@ working and that you we growing and developing
(8

= if you tzke the medicing for more than one year, your datior may 5203 your
medicne to see If @ 4 sl needed. This wilf probably happen o 2 school
holiday.

= Do mot deink aloshel, Alcohel may make the side sffacs of this medicing werss,

= Girks must talt their doctor stralght away i they think they may be pregnant. we
o pot koo how this medizine sffects enbom bables 1 you e having sen, please
taik to your doctor sheut contracaption.

Some people cannot have this medidne

wou rannot have this mediane i

= yous hve 2 problesm weth your haart

= you feal very wnhappy, depressed of have & memtal dlnes.

Some pecple need to talk to their docior before they start
having this medidne

o nead to 4k to your doctor i

* you have eptiegsy (i)

= you ape preghant of breastfesding
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WATERE 1

Quality Review of Documents (QRD human product-information template version 8.3 )

Package leaflet: Information for the <patient> <user>

{(Invented) name strength pharmaceutical form}

{Active substance(s)}

<Read all of this leaflet carefully before you start <taking> <using> 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> <or
nurse>.
<- This medicine has been prescribed for you only. Do not pass it on to others. It

may harm them, even if their signs of illness are the same as yours.>

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

<Read all of this leaflet carefully before you start <taking> <using> this medicine
because it contains important information for you.
Always <take> <use> this medicine exactly as described in this leaflet or as your

<doctor> <,> <or> <pharmacist> <or nurse> <has> <have> told you.

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

- Ask your pharmacist if you need more information or advice.

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

- You must talk to a doctor if you do not feel better or if you feel worse <after
{number of} days>.>

What is in this leaflet

What X is and what it is used for
What you need to know before you <take> <use> X
How to <take> <use> X
Possible side effects
How to store X
Contents of the pack and other information
What X is and what it is used for

S T o e
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<You must talk to a doctor if you do not feel better or if you feel worse <after {number of}

days>.>

2. What you need to know before you <take> <use> X

Do not <take> <use> X<>

- <if you are allergic to {active substance(s)} or any of the other ingredients of this

medicine (listed in section 6).>

Warnings and precautions

Talk to your doctor <or> <,> <pharmacist> <or nurse> before <taking> <using> X
Children <and adolescents>

Other medicines and X

<Tell your <doctor> <or> <pharmacist> if you are <taking> <using>, have recently
<taken> <used> or might <take> <use> any other medicines.>

X with <food> <and> <,> <drink> <and> <alcohol>

Pregnancy <and> <,> breast-feeding <and fertility>

<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

<X contains {name the excipient(s)}>

3. How to <take> <use> X

<Always <take> <use> this medicine exactly as your doctor <or pharmacist> has told

you. Check with your <doctor> <or> <pharmacist> if you are not sure.>

<The recommended dose is...>
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<Always <take> <use> this medicine exactly as described in this leaflet or as your
<doctor> <,> <or> <pharmacist> <or nurse> <has> <have> told you. Check with your
<doctor> <or> <,> <pharmacist> <or nurse> if you are not sure.>

<The recommended dose is...>

<Use in children <and adolescents>>

<The score line is only there to help you break the tablet if you have difficulty
swallowing it whole.>

<The tablet can be divided into equal doses.>

<The score line is not intended for breaking the tablet.>

<If you <take> <use> more X than you should>

<If you forget to <take> <use> X>

<Do not take a double dose to make up for a forgotten <tablet> <dose> <...>.>

<If you stop <taking> <using> X>

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

4, Possible side effects

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

<Additional side effects in children <and adolescents>>

If you get any side effects, talk to your <doctor> <or> <,> <pharmacist> <or nurse>. This

includes any possible side effects not listed in this leaflet.

5. How to store X

Keep this medicine out of the sight and reach of children.
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Do not use this medicine after the expiry date which is stated on the <label> <carton>
<bottle> <...> <after {abbreviation used for expiry date}.> <The expiry date refers to the

last day of that month.>

<Do not use this medicine if you notice {description of the visible signs of

deterioration}.>

<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 X contains
The active substance(s) is (are)...

The other ingredient(s) <(excipient(s))> is (are)...
What X looks like and contents of the pack
Marketing Authorisation Holder and Manufacturer
{Name and address}
<{tel}>
<{fax}>

<{e-mail}>

For any information about this medicine, please contact the local representative of the
Marketing Authorisation Holder:

Belgié/Belgique/Belgien Luxembourg/Luxemburg
{Nom/Naam/Name} {Nom}
<{Adresse/Adres/Anschrift } <{Adresse}

B-0000 {Localité/Stad/Stadt}> L-0000 {Localité/Stadt}>

Tél/Tel: + {N° de téléphone/Telefoonnummer/  Tél/Tel: + {N° de téléphone/Telefonnummer

Telefonnummer} <{e-mail}>
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<{e-mail}>

Bearapus

{Hme}

<{Anpec}

{Tpay) Tomesckn xom>
Ten.: + {Tenedonen momep)

<{e-mail}>

Ceska republika
{Nazev}

<{Adresa}

CZ {mésto}>

Tel: +{telefonni ¢islo}

<{e-mail}>

Danmark

{Navn}

<{Adresse}

DK-0000 {by}>

TIf: + {Telefonnummer}

<{e-mail}>

Deutschland

{Name}

<{Anschrift}

D-00000 {Stadt}>

Tel: + {Telefonnummer}

<{e-mail}>

Eesti

(Nimi)

<(Aadress)

EE - (Postiindeks) (Linn)>
Tel: +(Telefoninumber)

<{e-mail}>

Magyarorszag
{Név}

<{Cim)}
H-0000 {Varos}>
Tel.: +Telefonszam}

<{e-mail}>

Malta

{Isem}

<{Indirizz}

MT-0000 {Belt/Rahal}>
Tel: + {Numru tat-telefon}

<{e-mail}>

Nederland

{Naam}

<{Adres}

NL-0000 XX {stad}>

Tel: + {Telefoonnummer}

<{e-mail}>

Norge

{Navn}

<{Adresse}

N-0000 {poststed}>
TIf: + {Telefonnummer}

<{e-mail}>

Osterreich

{Name}

<{Anschrift}

A-0000 {Stadt}>

Tel: + {Telefonnummer}

<{e-mail}>




EM\a6a
{Ovopa}
| <{AetOuvon}
GR-000 00 {méAn}>
TnA: + {ApOpog tnhepovou}

<{e-mail}>

Espaiia

{Nombre}
<{Direccién}
E-00000 {Ciudad}>
Tel: + {Teléfono}

<{e-mail}>

France

{Nom}

<{Adresse}

F-00000 {Localité}>

Tél: + {Numéro de téléphone}

<{e-mail}>

Ireland

{Name}

<{Address}

IRL - {Town} {Code for Dublin}>
Tel: + {Telephone number}

<{e-mail}>

fsland

{Nafn}
<{Heimilisfang}
IS-000 {Borg/Beer}>
Simi: + {Simantmer}

<{Netfang }>

Polska

{Nazwa/ Nazwisko:}
<{Adres:}

PL - 00 000{Miasto:}>
Tel.: + {Numer telefonu:}

<{e-mail}>

Portugal

{Nome}

<{Morada}

P-0000-000 {Cidade}>

Tel: + {Ntimero de telefone}

<{e-mail}>

Roménia

{Nume}

<{Adresi}

{Oras} {Cod postal} — RO>
Tel: + {Numar de telefon}

<{e-mail}>

Slovenija

{Ime}

<{Naslov}

SI-0000 {Mesto}>

Tel: + {telefonska $tevilka}

<{e-mail}>

Slovenské republika
{Meno}

<{Adresa}

SK-000 00 {Mesto}>
Tel: + {Telefénne &islo}

<{e-mail}>
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