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The name of your medicine is Medikinet XL, it contains the active substance
 will also be used

in the leaflet.

Important things you need to know about your medicine

‘This medicine is used to treat ADHD

- The ulrame ADHD s ‘Atanion Dot Hypraciviy Disrder
mecicine helps with your brain actvy. ip improve your attention, help

Yoo omaamte o ke o ks e,

Read secton 1 for mors informatin.
Before you take this medicine, talk to your doctor if:

+ You have heart, cirulation, or mental health problems - you may not be able to take
this medicine.

or your chid
medical tests are neecded before you or your i start taking tis medicine.

Dusing veatment, This
may W away i your
erecion lastsforlonger than 2 hours, paricularly f s is painfu.
Drug testing
“Ths mecicine may oive a posite resull when tesing forchug use.
o ‘antidoping’

tosts.

ines and MEDIKINET XL
Please tellyour I or 1 may take.

any other modiines.

Do nt tako mathylphenidas I you o your il

ik 2 MA! 1 o 1014 Gy Tl o A i eiyhenit my Cavs & oo
increase in bood prossure.

other medicines work.
Read section 2 for more information.

While taking this medicine:
S yourdoctor rguirt. s s bacause yourcoctor il want 0 check how the

T your doclor 1 you
depression

marial heatth probloms.

epilepsy

blood pressure problems

His impor.

medcine lant1o chck wih your phamacis when Yo b0y any of e products
+ Do not stop taking the medicine without first talking to your docor  macicnes that i he biood 1 pevent biod cs
 Your dotor may o8 you medeine t 59 115 Sl a1 you ke fo mors

MEDKINET XL it He ecop

. ot boi havinga riacds

headache. relase
Read sectons 3 and 4 for more nformation. i o
Tk o your doctor st awey o o lowing appens st above, ask your docor or pharmacistfr aice bfor taking melhyphenidate
+ Your mood and how you fe Having an operation
B e e e

ection 4 for more informator Coran i achan
9.1 a sudden s i bloo pressurs curg e oporaton
Read all of this leaflet carefully before you or your child start taking this
medi ise it contains important information for you. Taking methylphenidate with alcohol
s medeine
- Keop s et ou mayneed 010  again worse. Remamber tha som foods and medicnes contain conol
uesions, sk your docior o pramact.

N e L T e Prognancy and breast-feeding

I may bam thr, even ¥ e symptoms ar the sare &

 Ifyou et any side o amacst. Ths ncuds any posst prognancy could

o S o nt ttod i ot ot bo ulod ot ol your doc
Saa secton 4 {oror pramacist beforo sing molnyphoical Yo or your daughier

The leaflet has been written in sections:
tons 1106 ar o parets andcaers st called your uardans).

~The st section is a special secton fo a chid or young person 1o g

Howover, al sections aro wiiten

is having sex. Your docior wil discuss contracoption
I rgnan o ik sho mght e pegnan. Yot declr vl docide whthermatyphnialo
hould be take

o braastfoed.
e rent i Tt Yoo docio il G whethtyou o Yoo s snods

is reading ther
What s n this leaflet:

L XL is and what itis used for

. What you need to know before you or your child takes Medikinet XL
. How to take XL

Driving and using machines.

metnyphenidate. I hese hlnpm i may b dngerous o do hgs such as e, use machines,
ide a ko or horse or cimb e

MEDIKINET XL contains sucrose
1fyou or your chid has beon 11d by your docior that you have an ntlerance to somo sugars,
tact your g product

. How to store Xt
. Contents of the pack and other information
#<Information for children and young people

Now read the rest of thi

leaflet before you start taking this medicine.

@ What Medikinet XL is and what it is used for

What it s used for

MEDIKINET XL is used o vea aton ol yparacity dsorr (40HO)

" tis used n chiren aged § years and over and

D 9. counseling
and bohavioura theragy and which have boen nsuffcen.

MEDIKINET XL is ot for use s a reatment for ADHD in chidren undar & years of age

How It works
MEDIKINET XL improves the acivity of cotan parts of e brain which are under-active, The madi-

The m
ctaaons and osal horay.

B How to take Medikinet X

Youor your hidshou aays ko MEDKINET XL oxacty 1 your doso s you. You
Should chack with your doctor or pharmacist i you

Dosage

“The maximum day doso Is 60 .

your doctor wil alowdoso s
Jou Gocto il 6 you hat Sreng ofcagl 1 1 oac
otk h doo f  cper ke o e Sotrts
MEDIKINET XL ne

seeo.
Use n adus
For adults who have taken MEDIKINET XL before

i you have aready taken MEDIKINET XL as & chid or acolescent, the same daly dosage

MEDIKINET XL by, a docior, adul patienis may require a higher dally dosage but the doclor wil aim 10 ive you the owest
chiatis o a psychial octor s required. 1 othor things (s00 bolow)
notbe
ADHD though ADHD. veament For XLbelore
programmes.
The recommendod staring doso is 10 mg daiy.
About Al
Ghildron .m Young ocpe i AOHD i jour doctor will ncrease your dose i ncremens of 10 mg dally, depanding on how well you
hard to. tlerato the mecicine and how affecive s

i ot ht s that ey camt o thso ings

loc o conconvaton

ity
disorganised thinking

“This is shoun by, for example:
icuty concontrating
forgetines

© taling
e plannig and caryig out sk o compition
"bindiold actions”
impatince

ADHD doas ot afect the iteligence of a i o young persan.

What you need to know before you or your child takes
Mec net XL

Do not take MEDIKINET XL
if you or your child

+ hasa thyrod podlem
s increased pressure i he eye (glaucom
o 4ot 0 o aronat gl aspeamayora)

tham b 1 ows doso s et o you
. things on
your doctor il decide the maximum daily dose for you
iy dos i 1ma pr k3 Doy g, 10 & i of 80 mg of mthyphanicate cay

Things y ‘when you or your treatment
Your doctor il do some ests
-+ betore you X
L oo willbe done at
oy vl is0 o dane wher e dose s changed
these tosts il include
chocking appatic
measuing height and waight for chidren
veasuring weight for
measuing blood prossure and heartrate
stte of mind gs. O

worse whi taing MEDIKINET XL

Method of Administration
“The meccinal product is inended for oral use

(Chicren take MEDIKINET XL n the morning it of after breaidast
‘Aduls take MEDIKINET XL vt or after breakiast and .

MEDIKINET XL s a form of

time. Taking
tantin order for hei acton {0 be delayed.

ater maals s very impor-

of water. Atematel,

es,
immediately. Do ot siore for fuure usa.

eat-such as 3
. narrowing of the ams.

potinid The capsules and the capsull contents must nol bo crushed or chowe.

the chest, heat fallre, hear isease or was bor wih a hear probiem 1f you or your child does not feel better after 1 month of treatment
. troke, sweling and weakening

of part o a blood vessel (aneurysm). or el your docor

blood vessels (vascuits)

xaso i -so0 Ohr odinsand MEDKINET XL
ental healh poblems
T Poyctopainc o borderine personaty p
- abromalhoushs o isors o n ness fetren -
 igns of  severs mood problem ke:
Tesing e king yoursol

i you or your
neaded.

Lon eatment

MEDIKINET XL doas not o takon for over.fyou or your hid lakes MEDIKINET XL for

oreranayour, your docrshouk op lremmenl atlast once par year for a short tim. In case
“This wil show I

Not using MEDIKINET XL properl

Whero you foel very sad, JYMEDIKINET XL i ot s popary, sy cuss abrmal bohvenr I my o maan
= mania, whoro you fool unusually exciable, ver-acte, and unvinhibiod. 1 the macdicine. or your hid has over
abused o streot ongs.

eceptr bocker,pofon pump inhioior r antacd reament)

0 ot take methyipheridate i any of the above appy 10 you or your chid. I you are not sure, talk
m Tris is because.

methylphanidate can make these problams worsa,

Warnings and precautior
Talk o your doctor el lakmq MEDIKINET XL f you or your child
as er or Kidney problem
hos prableme i ralowing o oo e i
+ has a narowing o b

11 ou oryour chid takes more MEDIKINET XL than you should
1 you ot yourchid takes o muchof o modine, a0 aGotor o call anambulance tght
awiay. Toll them how much has been take

Signs of overdose may incude: being ick feiing agfated, shaking, ncreased unconirolled

o twiching. s (may be folowed by coma), feeing very happy. being confused,
Socing, fooling or hearing things that aro no ral (hallucinatns), swoating, lushing, headacho,
oy tast or unaven),

nose and mouth

i you oryour chid forgets to take MEDIKINET XL

. oo
e v s o s doponien na\mm« prscipion modeino o oo g

Section balow)

ng ofany.
has figh blood pressure

has a heart which s not in the Do not take sacton above

has a menta healthproblom which is no n the Do ot take’socton above. Other mental health
probiems ncuce:

 staring 1o be aggressive or hastle, or aggression gels
~ Sacin, hatig ot el hing thit ars o mre nauomatos)

~ fooling deprossod o gulty.

a forgotten dose. Ifyou or yourchi forges a dose, wait
w15 time for the next dose,

1f you or your child stops taking MEDIKINET XL

Tak to your P
ping MEDIKINET XL.

you have a on the uso o tis macicine, o

5> please turn over

Information for children and young people

“This nfo s to help you lear the main things about your medicino called MEDIKINET XL If
you don' enjoy reading, someone like your mum, dad or carer (sometimes called ‘your
‘quardian’) can read i 10 you and answer any questions.

Itmay help f you read small bits at a time.

we | been given this medicine?
an help children and young people vith ‘ADHD'

- act quickly without thinking about what il happen nex! (mpusive).
+ laffects leaming, making fiends and how you think about yourself. It s not your faut

While you are taki
Stz kgt e you il aso gt help with ways t yau cope withyour

ADHD suich as talking to ADHD specialsts.

s mediino should ol you- But 1 does o cure ADHE.

Yo will noed 10,90 you doctr sovera e year for chock ups T s 0 make

Sure the madicing is working and that you are growing and developing OF

* you takethe medicin formoe ha ne yer your cocormy sop your medine
toseelfitis o. T wil robtl haggen i 8ol bl
iy ako s mocicing mor i day, you may have to remember (o take it
at school o college. You or your mum, dad or carer will need o find out what the

School rules are about this.
donot ik aconol Aol may make heside efects o s medicne worse
1y ars g sx. s alk 1 your doctor aboutcotracaptin. it mus
i doctor Sraign away i oy Tk they may be pregnant e 66 ot know

this medicine affects unborn babi

Some people cannot have this mec
ou cannot have this medicine i

you have a problem wih your h
Yo e vy snhapey. depressed o have  mental

Some people need to talk to their doctor before they start having this medi
You need 10 talk to your doctor i
+ you have epilepsy (its)
rognant or breast-feding
You havo aac o gasiric acid o ak maicins o biding gastic 2
Yoo king e et Yoo oo st o o oot 2 e mocicines
You are taking

5> please tum over
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but them. Your doctor

Wil 0 you about hese side efect.

be serious. If you y bel
a doctor straight away:
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Effocts on growth

When used for

Ths afects ess than 1 n 10 chic
“There may be lack o weight gain o height

Your ol carsl v Jou o e hgh s wegh 1 o

wellyou or

Wy ot you o ot gmmng s expacted, then eaimen with mathyiphenicate

may be stopped for short i

imon: may affect more than 1 in 10 people. Reporting of side effects
~ inoven hearbeat (plptatons) ofect,alk o your P s inclces
Common: may affect up to 1 in 10 people Play or Appla
~mood changes App Store
Uncommon: may affect up to 1 in 100 people. medehe.
- mood swi
 changes n parsonalty
. B How to store Medikinet X
. 9
: chest pain s, Keep this medicine out of the sight and reach of children.
+ tongue . wheszing 0 ot s s i ator o iy it wHh ' o n it o X6
* thiing about o eeing ke King yourslf The sxpry date efrs 1o i st day of tht
Rare: may affect up to 1 in 1,000 people 50 ot st v 30
PR G GRS Sor i el pckage e prtct fom it
Very rare: may affect up to 1in 10,000 people
~hearta ¥
- fits (seizures, convulsions, epilepsy) e
~ Sin poangor purle 164 palcnes
8 . hoad, neck,
o e LD T @ Contents of the pack and other information
((scharma) o the brain What L contains:
. MEDIKINET XL hard

+ unwanted thoughis that koep coming back

11you have any of the sids efects above, see a doctor straight away.

Other sido effcts include the following fthey got serious, please el your doctor
or pharmacist:

Very common: may affect more than 1 in 10 people
headache

fealing norvous
+ ot being abl to sieep

Common: may affect up to 1 in 10 people
. dcrasedapette

foaing aptat
ook coesseor ack o g o emotn o showing mch rest
o
fotng s
Jolnt
g tomperatr ove)
+ unusual hair loss or i
fesling unusualy sieepy or
eoing. o o s g ey rhes (ves)
. couh s oo o ad e
+ high blood prossure or other changes of blood
{ast hoartbea (achycarcia o megutr hoan bt anmythia)
foaing dizz
movements which you cannot contol
+ being unusually active
focling aggressive, emotonal unstabl, anxious, iable
benaving abnormally

- stomach pain,ciarmhoss, stomach discomort, vomiing
- lek o appetana iing o eat

cassieeahgining (o)

Uncommon:mayafect up 011 100 pecple
- oaing remsin

blrred v

usoe pan

constation

blood in he urine
ol ko
muscle i

" noss o brehor chsi p
incrasos I e e resus (506 i abood test)

anger

fealing toartul

fosling restioss

excossive awareness of suroundings

foaing very caim or seepy

problams i e ooy gonra
fatigue

y affect up to 1 1,000 people

dive
vated
d pupis, rouble soeing
g asts in men
rocness of the kin, ed rased s

problemsichanges in the menses

Very rare: may affect up to 1 in 10,000 people
ok

oart at
sudden deatn
musclo cram;
- small ra marks on the

inflammation or blocked ateies in the brain
roma Iver funcion incuding Iver falure and coma
1905 In tos osults - nciuding Iver and biood tests

being be.suﬂ with one thing
lack of e
e e s sonperedor
numb and cold, nging then
160) when coid (Raynaud’ phencmenn

Not known: frequency cannot be estimated from available data
very igh
sl fas o exra heart beats
a major ft (grand mal convulsions’)

bolieving rings that are not .

onfusion
Sadatk though

fockeg s ooy oo of e mociation o fsing s absence

ofth brain (sroke,

el ystncton

excossive uncontolied talking
tension
1o our oo urngsioop
. e back or
edication
inging sensaton
probloms with language and speoking

ater stop

surbance i aenton

inflonza ke fness.

loss o arry g sk

fealing thi

pohit— simiaing homone vls
pain n the area of mouth and

Posa bleadr

heart discomiort

igher pressure nside he ey than normal
s i gty

breast

o i i

rigg nthe s i)

Saneyipana (abnomaldecrsase
inabily o control the excreton of urne (ncontinence)
Spasm of the aw muscles that makes  ificul o open the mouth (iismus)
suter

in he levls o all ype of iood colls)

MEDIKINET XL 10 mg moiied-rlease capsios, hard
d contains

8.65 mg methyphenidate.

MEDIKINET XL 20 mg moied-rlease capsios, hard

17.30 mg methyhenidate.

MEDIKINET XL 30 mg moied-rlease capsios, hard

25,95 mg methyiphenidate

MEDIKINET XL 0 mg moiied-rolease capsios, hard

34,60 mg methyiphenidate

MEDIKINET XL 50 mg moiied-rlease capsifos, hard

43.25 mg methyiphenidate

MEDIKINET XL 60 mg moiied-rlease capsisos, hard

51.90 mg methyiphenidate

The theringredentsar:
Copaule cor

G T, T i, Pl k), Macrogl 85, Polsrtal 80, S ydosd,
Julose, Sorbic acid, Incigo car.

o o e

Capsule shell:
Gelatin, Tanium dicxide (€ 171), Socium laurlsulate, Puried water

addiional i the capsule shell of MEDIKINET XL 10 mg /- 20 mg:
Erythrosine (€ 127), Patent bue V (€ 131)

addiional in the capsule shell of MEDIKINET XL 30 mg I-40 m - 50 mg f- 60 mg
ryhvosine (E 127), ron oxde black (E 172),Indgo carmine (€ 132)

What MEDIKINET XL looks like and contents of the pack:

MEDIKINET XL 5 mg mocifiec-elease capsules, hard

MEDIKINET XL 10 mg mofied-rlease capsiios, hard

MEDIKINET XL 20 mg moied-rlease capsiios, hard

MEDIKINET XL 30 mg modiied-roloase capsises, hard

blue pelets

MEDIKINET XL 40 mg modiied-roloase capsises, hard

MEDIKINET XL 50 mg modiied-rlease capsisos, hard

polts.

MEDIKINET XL 60 mg modied-rlease capsisos, hard

blue palts.
Pack sizes:

MEDIKINET XL 5 mg mocifiscelease capsules, hard

PVCIPVAC akumiium ol

MEDIKINET XL 10 mg /- 20 mg /- 30 mg /- 40 mg modifdsiease capsules. hard.
0,28, 30 0r

PVCIPVAC akumiium ol

MEDIKINET XL 50 mg /- 60 mg modfed-releass capsuos, hard

PVCIPVAC akumiiu ol
No alpack sizes may bo marketed

Marketing authorisation holder and manufacturer
MEDICE Arznaimitel Piter GmbH & Co. KG.

Kuhlowe

5863 Isorohn

T medicial product s auhorsod n th Member tates o th EEA undorhe
followi

Germany: Medkine retard 5 m, 1 mg, 40 mg, 50 mg, 60 mg
Hartapseln it ver ranﬂenerwwkslomve\smu
Ausir Mediine retard § m, "m0 48 mg, 50 mg, 60 mg

10mg. 20 mg, 30
Haropsst mt it wmmmmm
Meckinet CA 5 mg 5,30 mg,

Denmark mg. 50 mg, 60 mg
Spain: Vedlkine g, 10 m9. 20,75, 30 40 mg. 5.1, 80 ™)
capsulas duras Ge iberacen madiicada
Finland: Madkinet CAL 5 m, 10 ma, 20 mg, 30 mg, 40 mg, 50 mg, 60 mg
Medkinet GAL 5 m, 10 ma; 20 mg, 30 mg, 40 mg, 50 mg, 60 mg
ki med royian bsnarrade
Luxembourg:  Medikin 10 0 mg, 40 mg, 50 mg, 60 mg
Hartkapsoln mit veréndertr w\vxmmm\mzzun
Netherands; ool G mg, 10mg 20 30, 40 g, 50 g, 60
apao el gorogioore e
Norway: Mediinet 5 mg, 10 mg, 20 mg, 30 mﬂ 40 mg. 50 mg, 60 mg
ol oo madilcart Hsefing, ha
Poland: Medkinel CA 5 m, 0 10 mg, 50 mg, 60 mg
Sweden: Neckinl 5 ma, 1015, 210,50 . 45, 50 m5. 891
5ol mad mociferad Tisatiing,
United Kingdom:  Modikinel XL mg. 10

Mg, 20 mg. 30 mg, 40 mg, 50 mg, 60 mg
moiied-release capsule, hard

‘This leaflet was last revised in 08/2020

How do | take my medicine (capsules)?
Swallo yourmciins wih walor with o st sl
i robtems o swalk sules, the capsules may be opened, the cap-
e coments sprinled oo & smal amout (ablespoon) f applesauss o yognun

and taken immediately.

Th caplesan he capsul contarts must ot b crushedor e
Your doctor wil el y e .oy you st ks ot madicie,

Do o stop eing the meciine wihout aking 1 your doctor ot

Possibe sideeftects
e the unwanted things that can happen when you take a medicine. f any
e otoning nappen, el an adul you st irigh away.They ca ten alk o your
doctor Tho main tings that coud affect
Fooling worriod of nervous
Fosingdizzy, or geing ead ahes
very depressod and unhappy o waning ot yorsel
Having orent moods than usal ol beng abe o got 10 Slecp
Skinashos, bufing aasly, going cutorbresin
The modiing can s make you ool sespy. you ol slooy, i mportant ot to
o outdoor sports ke g a hors oo, wiming o ceing weos. You coutt
[tyvsmedppelre

N
4

+ Your heart beating faster than usual
+ When you are a boy, having pain al your penis or seeing different behaviour of your
penis.

If you feel unwell in any way while you are taking your medicine please
tell an adult you trust straight away.

Other things to remermber
ke sur you Keep your medione nasale place, 5o that 1o ne el akes . spe-

il younger brohers or iter
he medcins s spail o you - " do mot et anyone else have . I may help you bt
itcould hurt

. you forge o ke your mecicine don'tlke o capsul the nex e, Jus ake
one capsule at the next norma t
if you 60 take too much medicine, tell your mum, dad or caror right away.
itis important not to take to0 much medicine or you wil get il

+ don't stop taking your medicine until your doctor says i's

Who should | ask if there is anything | don’t understand?
Your mum, dad, carer, doctor, nurse or pharmacist willbe able to help you.



