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PATIENT INFORMATION LEAFLET
SCHEDULING STATUS

RADD 18 mg (prolonged-release tablets)
Methylphenidate hydrochloride

Contains sugar (lactose monohydrate 193,50 mg).

RADD 27 mg (prolonged-release tablets)
Methylphenidate hydrochloride

Contains sugar (lactose monohydrate 194,25 mg).

RADD 36 mg (prolonged-release tablets)
Methylphenidate hydrochloride
Contains sugar (lactose monohydrate 187,50 mg).

RADD 54 mg (prolonged-release tablets)
Methylphenidate hydrochloride
Contains sugar (lactose monohydrate 174,00 mg).

Read all of this leaflet carefully before you start taking RADD

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

* If you have further questions, please ask your doctor or your pharmacist.

* RADD has been prescribed for you personally and you should not share your medicine with other
people. It may harm them, even if their symptoms are the same as yours.

What is in this leaflet

1. What RADD is and what it is used for

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

4. Possible side effects

5. How to store RADD

6. Contents of the pack and other information

1. What RADD is and what it is used for

RADD contains methylphenidate hydrochloride, one of a group of medicines called centrally acting

sympathomimetics.

RADD is used

* in children over the age of 6 years and adults in the freatment of Attention Deficit Hyperactivity
Disorder (ADHD)

« only after trying treatments which do not involve medicines, such as counselling and behavioural
therapy.

RADD improves the activity of certain parts of the brain which are under-active. The medicine can help

improve attention (attention span), concentration and reduce impulsive behaviour.

2. What you need to know before you take RADD

Do not take RADD:

« if you are hypersensitive (allergic) to methyiphenidate hydrochloride or any of the other ingredients of
RADD (see section 6)

« if you currently suffer from anxiety, tension and agitation as RADD may make these symptoms worse

« if you have increased pressure in your eye (glaucoma)

« if you have a tumour of your adrenal gland (phagochromocytoma)

« if you are currently taking or have taken within the last 14 days an antidepressant (known as a
monoamine oxidase inhibitor) (see Other medicines)

« if you or anyone in your family has been diagnosed with Tourette's syndrome (sudden, brief,
intermittent movements or sounds that you have no control over)

« if you have a thyroid problem

« if you have an eating problem where you do not feel hungry or want to eat - such as anorexia nervosa

« if you have mental health problems such as a psychopathic or borderiine personality problem,
abnormal thoughts or visions or an illness called schizophrenia, signs of a severe mood problem such
as feeling like killing yourself, severe depression, where you feel very sad, worthless and hopeless or
mania, where you feel unusually excitable, over-active, and uninhibited

« if you have been diagnosed with bipolar disorder and the symptoms are not properfy controlled

« if you have very high blood pressure or narrowing of the blood vessels, which can cause pain in the
arms and legs

« if you have ever had heart problems - such as a heart attack, uneven heartbeat, pain and discomfort in
the chest, heart failure, heart disease or were born with a heart problem

« if you are pregnant or breastfeeding your baby.

Warnings and precautions

* RADD treatment is not indicated in all children with ADHD. Your doctor will decide if your child should
use this medicine, based on a very thorough assessment of the severity and how long your child have
been experiencing these symptoms, in relation to their age.

* RADD is not for use in children under 6 years of age and in elderly patients (over 65 years)

* RADD does not have to be taken forever. Treatment will generally stop after puberty.

Take special care with RADD

« if you have high blood pressure as RADD could worsen this condition

« if you have a heart problem as RADD could worsen the condition and result in unwanted side effects

« if you are at risk of any condition that may affect the blood vessels of the brain (stroke or mini-stroke,
are taking medicine to increase your blood pressure) your doctor will request to see you on a frequent
basis for a check-up

« if you have hard-to-control, repeated twitching of any parts of the body or you repeat sounds and
words as RADD may make these conditions worse

« if you currently suffer from depression or fatigue (extreme tiredness/weakness) as RADD may worsen
these conditions

« if you have a mental health problem as RADD may increase the symptoms

« if you suffer from any of the following whilst taking RADD as your dosage may need to be adjusted or
discontinued: mood swings (from being manic to being depressed - called bipolar disorder); starting
to be aggressive or hostile, or your aggression gets worse - seeing, hearing or feeling things that are
not there (hallucinations); believing things that are not true (delusions); feeling unusually suspicious
(paranoia); feeling agitated, anxious or tense; feeling depressed or guilty

« if you have ever abused or been dependent on alcohol, prescription medicines or street drugs as this
could result in serious heart adverse effects

« if you have had fits (seizures, convulsions, epilepsy) or any abnormal brain scans (EEGs) as RADD may
make these conditions worse

« if you have thoughts about killing yourself or harming yourself whilst taking RADD it is imperative you
contact your doctor immediately

« if you experience problems with your vision (blurred vision, distortion)

« if you are taking antidepressants as they may affect the way RADD works

« if you have a problem with swallowing in general, or swallowing whole tablets as RADD tablets have to
be swallowed whole

« if you have a narrowing or blockage of your gut or food-pipe

« if you need to have blood screening tests for drug use, as RADD may give a positive result

* when taking RADD, adolescent and adult males may unexpectedly experience prolonged erections.
This may be painful and can occur at any time, contact your doctor if this occurs.

Your doctor will request tests before and during your treatment with RADD, this is to monitor how RADD

affects you.

RADD should be taken in the moming, before or after a meal.

Children and adolescents

« if your child is not growing or gaining height or weight as expected, RADD treatment may need to be
interrupted.

Children and adolescents on long-term treatment (longer than 12 months) will have their weight and

growth monitored by the doctor.

Other medicines and RADD

Always tell your healthcare provider if you are taking any other medicine. (This includes complementary
or traditional medicines.)

medicines used to reduce or increase blood pressure, as RADD may affect the way these medicines
work (see Take special care with RADD)

medicines to thin the blood (warfarin), as RADD may affect the way these medicines work

alcohol or medicines containing alcohol as this may affect the way RADD works and result in
unwanted side effects

certain types of anaesthetic — you should not take RADD on the day of your surgery if a certain type
of anaesthetic is used. This is because there is a chance of a sudden rise in blood pressure during the
operation

clonidine (used to treat high blood pressure, ADHD, anxiety and pain), as this may result in serious side
effects

medicines for depression (such as chlorpromazine, haloperidol and lithium), as these medicines may
affect the way RADD works and could result in unwanted side effects

disulfiram (used in the treatment of alcoholism) may affect the way RADD works

medicines for severe mental health problems, as this may result in serious side effects

medicines for epilepsy (such as ethosuximide, phenobarbital, phenytoin, primidone), as RADD may
affect the way these medicines work

medicines used to control the acidity of the urine, as this may affect the way RADD works
medicines to increase blood pressure may affect the way these medicines work

medicines for diarrhoea that contain furazolidone, procarbazine (used together with other
chemotherapy medicines), selegiline (used in the treatment of Parkinson’s disease).

RADD with food, drink and alcohol

RADD should be taken in the momning, and can be taken with or without food. Do not drink alcohol while
taking RADD. Alcohol may make the side effects of this medicine worse. Remember that some foods and
medicines contain alcohol.

Pregnancy and breastfeeding and fertility

If you are pregnant or breastfeeding your baby, think you may be pregnant or are planning to have a
baby, please consult your doctor, pharmacist or other healthcare professional for advice before using
RADD.

Do not take RADD if you are pregnant or breastfeeding your baby as it is not known if RADD will harm
your baby.

Driving and using machines
Since RADD may cause vision changes including blurred vision, drowsiness and dizziness you should use
caution before driving or operating machinery until you know how RADD affects you.

Itis not always possible to predict to what extent RADD may interfere with the daily activities of a
patient. Patients should ensure that they do not engage in the above activities until they are aware of the
measure to which RADD affects them.

RADD contains lactose monohydrate
RADD contains lactose. If you have been told by your doctor that you have an intolerance to some sugars,
contact your doctor before taking RADD.

RADD contains lactose which may have an effect on the control of your blood sugar if you have diabetes
mellitus.

3. How to take RADD

Do not share medicines prescribed for you with any other person. Always use RADD exactly as your
doctor has instructed you. You should check with your doctor or pharmacist if you are unsure.
RADD should not be used in children under the age of 6 years.

RADD, being a prolonged-release tablet, is taken once daily, in the moming, with or without food.

RADD must be swallowed whole with adequate liquid and must not be chewed, divided or crushed.

Your doctor will prescribe a dose suitable to you, starting you on the lowest dose and increasing the dose
slowly (once a week) should this be required.

The maximum daily dosage of RADD is 54 mg in children aged 6 - 13 years; 72 mg in adolescents aged
13 - 18 years and 108 mg in adults.

The usual dose is:

Patients new to RADD

The recommended starting dose of RADD for patients who are not currently taking RADD is 18 mg once
daily for children and adolescents, and 18 or 36 mg once daily for adults.

Patients currently taking another medicine containing Methylphenidate hydrochloride, twice or

three times daily
If you are changing from your current ADHD medicine (that you take two or three times a day) to RADD,
your doctor will prescribe a starting dose suitable to you and gradually i the dose if required.
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Long-term treatment
If you are undergoing long-term treatment (longer than 12 months), your doctor will discontinue your
treatment from time to time to monitor your progress.

Always take RADD exactly as described in this leaflet or as your doctor/pharmacist or nurse has told you.
Check with your doctor/pharmacist or nurse if you are not sure.

Your doctor will tell you how long your treatment with RADD will last. Do not stop treatment early
because the ADHD symptoms may come back or unwanted effects such as depression may appear.

If you have the impression that the effect of RADD is too strong or too weak, tell your doctor or
pharmacist.

If you take more RADD than you should
In the event of overdosage, consult your doctor or pharmacist. If neither is available, contact the nearest
hospital or poison control centre.

Symptoms of overdose may include:

Vomiting, feeling agitated, shaking, increased uncontrolled movements, muscle twitching, fits (may
be followed by coma), depression, confusion, seeing, feeling or hearing things that are not real
(hallucinations), sweating, flushing, headache, high fever, changes in heart beat (slow, fast or uneven),
high blood pressure, dilated pupils and dry nose and mouth.

If you forget to take RADD
If you forget to take RADD, take a dose as soon as you remember, then continue to take RADD at the
usual times. Do not take a double dose to make up for forgotten individual doses.

If you stop taking RADD

It is important that you continue the course of treatment even if you begin to feel better after a few days.
If you suddenly stop taking this medicine, the ADHD symptoms may come back or unwanted effects such
as depression may appear.

Your doctor may want to gradually reduce the amount of RADD taken each day, before stopping it
completely.

4, Possible side effects

RADD can have side effects.

Not all side effects reported for RADD are included in this leaflet. Should your general health worsen, or if
you experience any untoward effects while using RADD, please consult your doctor, pharmacist or other
healthcare professional for advice.

If any of the following happens, stop using RADD and tell your doctor immediately or go to the casualty

department at your nearest hospital:

« swelling of the hands, feet, ankles, face, lips, mouth or throat, which may cause difficulty in
swallowing or breathing

* rash or itching

* sgizures.

These are all very serious side effects. If you have them, you may have had a serious allergic reaction to

RADD. You may need urgent medical attention or hospitalisation.

Tell your doctor immediately or go to the casualty department at your nearest hospital if you notice any

of the following:

« uneven heartbeat (palpitations), increased, irregular or fast heartbeat (tachycardia), slower than normal
heartbeat (bradycardia)

* mood changes or mood swings or changes in personality, confusion, depression, anxiety, aggression,
delusions, abnormal behaviour, mood-swings

* thinking about or feeling like killing yourself

* hallucinations (hearing voices or seeing things which are not there), believing things that are not true
or being suspicious

* uncontrolled speech and body movements (Tourette's), seizures (fits), tremors

 feeling unusually excited, over-active and un-inhibited (mania)

* chest pain, swelling of the face, fluid accumulation in the lungs

* severe heart rhythm problems that may be life threatening (ventricular fibrillation),

 abnormal or deterioration of brain function, the occurrence of confusion, altered level of
consciousness, coma

* decrease in number of blood cells (red cells, white cells and platelets) which can make you more likely
to get infections, and make you bleed and bruise more easily

* sudden increase in body temperature, very high blood pressure and severe convulsions (Neuroleptic
Malignant Syndrome)

* medicine dependence

« prolonged erections, sometimes painful or an increased number of erections

* blood in the urine, passing more urine than is normal.

These are all serious side effects. You may need urgent medical attention.

Tell your doctor if you notice any of the following:

Frequent side effects:

* lack of interest or concern, feeling nervous, sleep disturbances (insomnia)

* headache, dizziness, drowsiness

* joint pain, muscie tightness, muscle cramps

* vision disorder, loss of balance (vertigo)

* problems with sex drive, inability to develop or maintain an erection

 skin conditions ranging from a rash, hair loss, hives, itchy skin

* loss of appetite or decreased appetite, weight loss, anorexia

« feeling unusually sleepy or drowsy, feeling tired, tingling feeling, prickling, or numbness of the skin
(pins and needles)

* cough, sore throat or nose and throat irritation, inflammation of sinuses

* high blood pressure

« feeling weak, movements which you cannot control, being unusually active, feeling aggressive,
agitated, anxious, depressed, irritable, tense, jittery and abnormal behaviour, clenching or grinding
your teeth, feeling of panic

* upset stomach or indigestion, stomach pain, diarrhoea, nausea, stomach discomfort and vomiting, dry
mouth, thirst.

Less frequent side effects:

* bruising, and slow blood clotting after injury, excessive bleeding

« anger, feeling restless or tearful, talking too much, excessive awareness of surroundings, repetitive
actions

* blurred vision, dry eye, vision changes, double vision

« chest pain and discomfort, hot flush

 difficulty breathing, cold

* constipation

= abnormal liver function (clay coloured stool, dark urine, itching, loss of appetite, yellow eyes or skin)

 skin conditions causing blisters and peeling

* muscie pain, muscle twitching, muscle cramps

* enlarged breast tissue in males.

The following side effects have been reported but the frequency for them to occur is not known:

« diliation of the pupil of the eye

« cold and discoloured fingers and toes (Raynaud's syndrome)

* high fever

 nosebleed.

If you notice any side effects not mentioned in this leaflet, please inform your doctor or pharmacist.

Reporting of side effects

If you get side effects, talk to your doctor, pharmacist or nurse. You can also report any side effects to
SAHPRA via the online service for adverse drug reaction reporting by following the link:
https//vaww.sahpra.org.za/Publications/Index/8.

By reporting side effects, you can help provide more information on the safety of RADD. You can also
send an email directly to the company, pharmacovigilance@pharmadynamics.co.za to ensure safety of
the product.

5. How to store RADD

Store all medicines out of reach of children.

Store at or below 30 °C in original container.

Keep the container tightly closed.

Do not use after the expiry date stated on the carton.

Return all unused medicine to your pharmacist.

Do not dispose of unused medicine in drains or sewerage systems (e.g. toilets).

6. Contents of the pack and other information

What RADD contains

The active substance is methylphenidate hydrochloride.

RADD 18: Each prolonged-release tablet contains 18 mg methylphenidate hydrochloride.
Contains sugar (lactose monohydrate 193,50 mg).

RADD 27: Each prolonged-release tablet contains 27 mg methylphenidate hydrochloride.
Contains sugar (lactose monohydrate 194,25 mg).

RADD 36: Each prolonged-release tablet contains 36 mg methylphenidate hydrochloride.
Contains sugar (lactose monohydrate 187,50 mg).

RADD 54: Each prolonged-release tablet contains 54 mg methylphenidate hydrochloride.
Contains sugar (lactose monohydrate 174,00 mg).

The other ingredients are

Ammonium hydroxide 28% (for pH adjustment), colloidal anhydrous silica, fumaric acid, hypromellose,
indigo carmine aluminium lake?, iron oxide black (E172)?, iron oxide red (E172)'2, iron oxide yellow
(E172)'2, lactose monohydrate, macrogol 3350, magnesium stearate, methacrylic acid-Methyl
methacrylate copolymer (1:1), methacrylic acid-Methyl methacrylate copolymer (1:2), Opacode Black
$-1-17823, partially hydrolysed polyviny! alcohol, talc, titanium dioxide (E171), triethyl citrate.

RADD contains sugar in the form of lactose monohydrate.

1 Applicable to the 18 mg strength only.

? Applicable to the 27 mg strength only.

* Applicable to the 54 mg strength only.

What RADD looks like and contents of the pack

RADD 18 mg: Yellow, capsule-shaped, biconvex film-coated tablet with 2392 printed in black ink on one side.
RADD 27 mg: Grey, capsule-shaped, biconvex film-coated tablet with 2393 printed in biack ink on one side.
RADD 36 mg: White, capsule-shaped, biconvex film-coated tablet with 2394 printed in black ink on one side.
RADD 54 mg: Red-brown, capsule-shaped, biconvex film-coated tablet with 2395 printed in black ink on

one side.

RADD tablets are packed into white, round HDPE botties with round, white plastic child-resistant screw
cap with three break-points, ring and integrated desiccant. Bottles, containing 30 tablets are packed into
printed outer cartons.

Holder of Certificate of Registration and Manufacturer
Pharma Dynamics (Pty) Ltd

1# Floor Grapevine House, Steenberg Office Park
Silverwood Close

Westlake, Cape Town

7945, South Africa

Tel: + 27 21 707 7000

This leaflet was last revised in
20 January 2023

Registration number

RADD 18 mg: A51/1.2/0289
RADD 27 mg: A51/1.2/0290
RADD 36 mg: A51/1.2/0291
RADD 54 mg: A51/1.2/0292

Radd 18 mg: NAM[NS4]22/1.2/0052
Radd 27 mg: NAM[NS4]22/1.2/0053
Radd 36 mg: NAM[N54]22/1.2/0054
Radd 54 mg: NAM[NS4]22/1.2/0055

For access to the Professional Information, please visit
https://www.mydynamics.co.za/products-healthcare-professionals/

pharma (s)dgnu'nlcs
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RADD 18/27/36/54 mg
PASIENTINLIGTINGSBLAD
SKEDULERINGSTATUS [S6]

RADD 18 mg (langwerkende tablette)
Metielfenidaathidrochloried
Bevat suiker (laktosemonohidraat 193,50 mg).

RADD 27 mg (langwerkende tablette)
Metielfenidaathidrochloried
Bevat suiker (laktosemonohidraat 194,25 mg).

RADD 36 mg (langwerkende tablette)
Metielfenidaathidrochloried
Bevat suiker (laktosemonohidraat 187,50 mg).

RADD 54 mg (langwerkende tabletie)
Metielfenidaathidrochloried
Bevat suiker (laktosemonohidraat 174,00 mg).

Lees hierdie hele inligtingsblad deeglik deur, voordat u begin om RADD te neem

* Hou hierdie inligtingsblad. Dit mag nodig wees vir u om dit weer te lees.

* Indien u verdere vrae het, vra asseblief u dokter of u apteker.

* RADD is vir u persoonlik voorgeskryf en u moet nie u medisyne met ander mense deel nie. Dit mag
skadelik wees vir hulle, seifs al is hulle simptome dieselfde as u eie.

Wat hierdie inligtingsblad bevat

1. Wat RADD is en waarvoor dit gebruik word

2. Wat u nodig het om te weet, voordat u RADD gebruik
3. Hoe om RADD te gebruik

4. Moontlike newe-effekte

5. Hoe om RADD te bewaar

6. Inhoud van die verpakking en ander inligting

1. Wat RADD is en waarvoor dit gebruik word

RADD bevat metielfenidaathidrochloried, een van ‘n groep medisyne, wat sentraalwerkende

simpatomimetika genoem word.

RADD word gebruik

* vir die behandeling van aandaggebrek-hiperaktiwiteitsteuring (AGHS) by kinders ouer as 6 jaar en by
volwasse!

nes
* slegs wanneer behandeling waarby geen medisyne betrokke was, soos berading en gedragsterapie,
reeds probeer is.
RADD verbeter die werking van sekere onaktiewe gedeeltes van die brein. Die medisyne mag help om
aandag en konsentrasievermoé te verbeter en impulsiewe optrede, te verminder.

2. Wat u nodig het om te weet, voordat u RADD gebruik

Moet nie RADD neem:

indien u hipersensitief (allergies) is vir metielfenidaathidrochloried, of vir enige van die ander
bestanddele van RADD nie (sien afdeling 6)

indien u tans aan angstigheid, spanning en agitasie ly nie, aangesien RADD, hierdie simptome mag
vererger

indien u verhoogde druk in u 0og het nie (gloukoom)

indien u 'n gewas aan u adrenale klier het nie (feochromositoom)

indien u tans, of tydens die laaste 14 dae, 'n antidepressant (bekend as mono-amienoksidase
inhibitor), neem, of geneem het nie (sien Ander medisyne)

indien u, of enige iemand in u familie, met Tourette se sindroom gediagnoseer is nie (skielike, kort,
afwisselende bewegings of klanke, waaroor u geen beheer het nie)

indien u 'n skildklierprobleem het nie

indien u aan ‘n eetsteuring, S00s anorexia nervosa, waar u nie honger voel, of nie wil eet, ly nie
indien u geestesgesondheidsprobleme, s00s ‘n psigopatiese of grenslyn- persoonlikheidsprobleem,
abnormale denke of visies, of ‘n siekte wat skisofrenie genoem word, tekens van ‘n erge
gemoedsteuring (soos om selfmoordneigings te toon), erge depressie (waar u baie hartseer,
waardeloos en hopeloos voel), of manie (waar u ongewoon opgewonde, ooraktief en uitbundig voel),
het nie

indien u gediagnoseer is met bipolére versteuring en die simptome word nie behoorlik beheer nie
indien u baie hoé bloeddruk, of vernouing van die bloedvate, wat pyn in die arms en bene mag
veroorsaak, het nie

indien u ooit hartprobleme gehad het, soos ‘n hartaanval, onreéimatige hartklop, pyn en ongemak in
die bors, hartversaking, hartsiekte, of gebore is met ‘n hartprobleem, nie

indien u swanger is of u baba borsvoed nie.

Waarskuwings en voorsorgmaatreéls

* RADD behandeling word nie aangedui vir alle kinders met AGHS (aandaggebrek-
hiperaktiwiteitsteuring) nie. U dokter sal besluit, indien u kind hierdie medisyne moet gebruik. Dit
sal gebaseer wees op 'n baie deeglike ondersoek aangaande die graad van erns en hoe lank u kind
hierdie simptome ervaar, in verhouding tot die kind se ouderdom

* RADD word nie gebruik vir kinders onder die ouderdom van 6 jaar, of by bejaarde pasiénte (ouer as 65
jaar), nie

* Dit sal nie nodig wees om RADD vir altyd te neem nie. Behandeling word oor die algemeen gestaak,
wanneer puberteit bereik word.

Neem spesiale sorg met RADD

* indien u hoé bloeddruk het, aangesien RADD hierdie toestand mag vererger

* indien u 'n hartprobleem het, aangesien RADD die toestand mag vererger en lei tot ongewenste newe-
effekte

* indien u 'n risiko toon vir enige toestand wat die bloedvate van die brein mag beinvioed (beroerte
of mini-beroerte, of medisyne neem om u bloeddruk te verhoog), sal u dokter versoek om u op ‘n
gereelde basis te sien vir ‘n opvolgondersoek

* indien u moeilik beheerbare, herhalende trekkings van enige deel van die liggaam ervaar, of u klanke
en woorde herhaal, aangesien RADD, hierdie toestande mag vererger

* indien u tans aan depressie of uitputting (uiterste moegheid/swakheid) ly, 2angesien RADD hierdie
toestande mag vererger

* indien u 'n geestesgesondheidsprobleem het, aangesien RADD hierdie simptome mag laat toeneem

* indien u aan enige van die volgende ly, terwyl u RADD neem, aangesien dit nodig mag wees om
u dosis aan te pas, of te onttrek: gemoedsveranderinge (verander vanaf ‘n maniese toestand na
depressie — bipolére versteuring genoem); begin om aggressief of vyandig voor te kom, of u aggressie
vererger — sien, hoor of voel dinge wat nie daar is nie (hallusinasies); glo dinge wat nie waar is nie
(delusies); voel ongewoon agterdogtig (vervolgenswaandenke); voel ontsteld, angstig of gespanne;
voel depressief of skuldig

* indien u ooit alkohol misbuik het, of afhanklik van alkohol, voorskrifmedisyne of straatdwelms was,
aangesien dit tot ernstige ongewenste effekte van die hart kan lei

* indien u stuipe gehad het (aanvalle, konvulsies, epilepsie), of enige abnormale breinskanderings (EEGS)
gehad het, aangesien RADD hierdie toestande mag vererger

« (it is noodsaaklik om u dokter onmiddellik te kontak, indien u selfmoord- of selfbeseringsgedagtes
het, terwyl u RADD neem

« indien u probleme met u sig ervaar (versteurde, of verwronge visie)

« indien u antidepressante neem, aangesien dit die manier waarop RADD werk, beinvioed

* indien u oor die algemeen 'n probleem het om te sluk, of heel tablette in te sluk, aangesien RADD
tablette, heel ingesluk moet word

* indien u ‘n vernouing of versperring in u derms, of van u slukderm, het

* indien u skanderingstoetse vir dwelmmisbruik benodig, aangesien RADD 'n positiewe toetsresultaat
mag aandui

« adolessente en volwasse mans, mag onverwagte, langdurige ereksies ervaar, wanneer RADD geneem
word. Dit mag pynlik wees en enige tyd voorkom. Kontak u dokter, indien dit gebeur.

U dokter sal toetse vodr, en tydens u behandeling met RADD aanvra, om die uitwerking van RADD op u,

te bepaal.

RADD moet in die oggend, voor of na ‘n maaltyd geneem word.

Kinders en adolessente

* indien u kind nie groei of langer word, of gewig optel soos verwag word nie, mag dit nodig wees om
RADD behandeling te onderbreek.

Kinders en adolessente op langtermynbehandeling (langer as 12 maande), se gewig en groei sal deur die

dokter gemonitor word.

Ander medisyne en RADD

Vertel altyd u gesondheidsorgverskaffer indien u enige ander medisyne neem (dit sluit aanvullende of
tradisionele medisyne in).

medisyne wat gebruik word om bloeddruk te verlaag of te verhoog, aangesien RADD die manier
waarop hierdie medisyne werk, mag beinvioed (sien Neem spesiale sorg met RADD)

medisyne wat gebruik word om die bloed te verdun (warfarien), aangesien RADD, die manier waarop
hierdie medisyne werk, mag beinvioed

alkohol of medisyne wat alkohol bevat, aangesien dit die manier waarop RADD werk, mag beinvioed,
en lel tot ongewenste newe-effekte

sekere tipe narkosemiddels — u moet nie RADD op die dag van u operasie neem, indien ‘n sekere tipe
narkosemiddel gebruik word nie. Dit is omdat daar ‘n moontlikheid bestaan vir ‘n skielike verhoging in
bloeddruk, tydens die operasie

kionidien (gebruik om ho bloeddruk, AGHS, angstigheid en pyn te behandel), aangesien dit tot
emstige newe-effekte mag lei

medisyne vir depressie (soos chloorpromasien, haloperidol en litium), aangesien hierdie medisyne die
manier waarop RADD werk, mag beinvioed en lei tot ongewenste newe-effekte

disulfiram (gebruik tydens die behandeling van alkoholisme) mag die manier waarop RADD werk,
beinviced

medisyne vir erge geestesgesondheidsprobleme, aangesien dit tot emstige newe-effekte mag lei
medisyne vir epilepsie (soos etosuksimied, fenobarbital, fenitoien, primidoon), aangesien RADD die
manier waarop hierdie medisyne werk, mag beinvioed

medisyne wat gebruik word om die suurgehaite van die urine te beheer, aangesien dit die manier
waarop RADD werk, mag beinvioed

medisyne wat bloeddruk verhoog, mag die manier waarop hierdie medisyne werk, beinviced
medisyne wat gebruik word vir diarree wat furasolidoon bevat, prokarbasien wat saam met ander
chemoterapeutiese medisyne gebruik word, selegilien (gebruik vir die behandeling van Parkinson se
slekte).

RADD saam met kos, drinkgoed en alkohol

RADD moet in die oggend geneem word en kan mét, of sonder kos geneem word.

Moet nie alkohol gebruik, terwyl RADD geneem word nie. Alkohol mag die newe-effekte van hierdie
medisyne vererger. Onthou dat sekere kosse en medisyne, alkohol bevat.

Swangerskap en borsvoeding en fertiliteit

Indien u swanger Is, of u baba borsvoed, vermoed dat u swanger is, of beplan om swanger te raak,
raadpleeg asseblief u dokter, apteker, of ander gesondheidsorgverskaffer vir advies, voordat u RADD
gebrulk.

Moet nie RADD neem indien u swanger is, of u baba borsvoed nie, aangesien dit nie bekend is, of RADD
u baba sal benadeel nie.

Bestuur en die hantering van masjiene

U moet versigtig wees voordat u bestuur of masjinerie hanteer, totdat u weet hoe RADD u beinvioed,
aangesien RADD sigsteurnisse, insluitend versteurde visie, lomerigheid en duiseligheid, mag veroorsaak.
Dit is nie altyd moontlik om te voorspel tot watter mate RADD met die daaglikse aktiwiteite van ‘n pasiént
mag inmeng nie. Pasiénte moet verseker dat hulle nie by bogenoemde aktiwiteite betrokke raak, totdat
hulle bewus is van die wyse waarop RADD hulle beinvioed nie.

RADD bevat laktosemonohidraat

RADD bevat laktose. Indien u dokter aangedui het, dat u 'n onverdraagsaamheid teenoor sekere suikers
het, raadpleeg u dokter voordat u RADD neem.

RADD bevat laktose, wat ‘n uitwerking op die beheer van u bloedsuiker mag uitoefen, indien u diabetes
mellitus het.

3. Hoe om RADD te gebruik

Moet nie medisyne wat vir u voorgeskryf is, met enige ander persoon deel nie.

Gebruik RADD altyd presies soos deur u dokter aanbeveel word. U moet u dokter of apteker raadpleeg
indien u onseker is.

RADD moet nie deur kinders jonger as 6 jaar, gebruik word nie.

RADD, ‘n langwerkende tablet, word een keer daagliks in die oggend, saam met, of sonder kos, geneem.
RADD moet heel, met ‘n voldoende hoeveelheid vioeistof gesluk word en moet nie gekou, gehalveer of
verkrummel word nie.

U dokter sal die geskikte dosis vir u voorskryf, met die laagste dosis begin en indien nodig, die dosis
stadig (weekliks), verhoog.

Die maksimum daaglikse dosis RADD s 54 mg vir kinders (6 - 13 jaar oud), 72 mg vir adolessente
(13 - 18 jaar oud) en 108 mg vir volwassenes.

Die gewone dosis is:

Nuwe RADD pasiénte

Die aanbevole aanvangsdosis RADD vir pasiénte wie nie tans RADD neem nie, is 18 mg een keer
daagliks vir kinders en adolessente en 18 of 36 mg een keer daagliks, vir volwassenes.

Pasiénte wie tans ander medisyne wat metielfenidaathidrochloried bevat, twee tot drie keer
daagliks neem

Indien u verander vanaf huidige AGHS medisyne (wat u twee tot drie keer daagliks neem), na RADD, sal u
dokter ‘n aanvangsdosis geskik vir u voorskryf, en geleidelik die dosis verhoog, indien nodig.
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Langtermyn behandeling
Indien u langtermyn behandeling (langer as 12 maande) ontvang, sal u dokter u behandeling van tyd tot
tyd onttrek, om u vordering te monitor.

Neem RADD altyd presies soos in hierdie inligtingsblad aanbeveel word, of soos deur u dokter/apteker, of
verpleegkundige, aangedui is. Raadpleeg u dokter/apteker of verpleegkundige, indien u onseker is.

U dokter sal u vertel vir hoe lank u behandeling met RADD sal duur. Moet nie behandeling vroeg staak
nie, aangesien AGHS simptome mag terugkeer, of ongewenste effekte soos depressie, mag voorkom.
Indien u onder die indruk is dat die uitwerking van RADD té sterk of té swak Is, vertel u dokter of apteker.

Indien u meer RADD neem as wat u behoort
In die geval van oordosering, raadpleeg u dokter of apteker. Indien beide nie beskikbaar is nie, kontak u
naaste hospitaal of gifbeheersentrum.

Simptome van oordosering, mag die volgende insluit:

Braking, voel omgekrap, bewing, toename in onbeheerbare bewegings, spiertrekkings, stuipe
(mag gevolg word deur koma), depressie, verwarring, sien, voel of hoor dinge wat nie werklik is
nie (hallusinasies), sweet, blosing, hoofpyn, hoé koors, veranderinge in hartklop (stadig, vinnig, of
onreélmatig), hoé bloeddruk, vergrote pupille en droé neus en mond.

Indien u vergeet om RADD te neem

Indien u vergeet om RADD te neem, neem ‘n dosis so gou as wat u onthou, en gaan dan voort om RADD
op die gewione tyd te neem. Moet nie 'n dubbele dosis neem, om op te maak vir die vergete individuele
dosisse nie.

Indien u die gebruik van RADD staak

Dit is belangrik dat u die behandelingskursus volhou, seifs al begin u beter voel na ‘n paar dae. Indien u
die gebruik van hierdie medisyne skielik staak, mag AGHS simptome terugkeer, of ongewenste effekie
s00s depressie voorkom.

U dokter mag die hoeveelheid RADD wat elke dag geneem word, geleidelik verminder, voordat dit
heeltemal onttrek word.

4. Moontlike newe-effekie

RADD kan newe-effekie hé.

Nie alle newe-effekte wat vir RADD aangemeld is, word in hierdie inligtingsblad ingesluit nie. Sou
u algemene gesondheid versleg, terwyl u RADD gebruik, raadpleeg asseblief u apteker, of ander
gesondheidsorgverskaffer vir advies.

Indien enige van die volgende gebeur, staak die gebruik van RADD en vertel u dokter onmiddellik, of gaan

na die ongevalle afdeling by u naaste hospitaal:

= swelling van die hande, voete, enkels, gesig, lippe, mond of keel, wat moeilike sluk of asemhaling mag
veroorsaak

* uitslag of gejeuk

* aanvalle.

Hierdie is alles baie ernstige newe-effekte. Indien u dit het, kon u 'n emstige allergiese reaksie vir RADD

gehad het. U mag dringende mediese aandag of hospitalisasie benodig.

Vertel u dokter onmiddellik, of gaan na die ongevalle afdeling by u naaste hospitaal indien u enige van

die volgende opmerk:

* onreéimatige hartklop (palpitasies), verhoogde, onreéimatige, of vinnige hartklop (tagikardie), stadiger
hartklop as wat normaal is (bradikardie)

* gemoedsveranderinge, of gemoedsteurings of persoonlikheidsveranderinge, verwardheid, depressie,
angstigheid, aggressie, delusies, abnormale optrede, bulerigheid

* dink daaraan, of voel daama, om selfmoord te pleeg

» hallusinasies (hoor stemme of sien dinge wat nie daar is nie), glo dinge wat nie waar is nie, of
agterdogtig wees

* onbeheerbare spraak en liggaamsbewegings (Tourette se sindroom), aanvalle (stuipe), tremors

* voel ong opgewonde, ooraktief en uitbundig (manie)

* borspyn, swelling van die gesig, vioeistofopeenhoping in die longe

* erge hartritme probleme, wat lewensgevaarlik mag wees (ventrikulére fibrillasie)

* abnormale, of agteruitgang van breinfunksie, die voorkoms van verwarring, veranderde viak van
bewussyn, koma

« afname in die hoeveelheid bloedselle (rooi-, witbloedselle en plaatjies), wat die moontiikheid vir
Infeksie mag verhoog en u makliker laat bloei of kneus

 skielike toename in liggaamstemperatuur, baie hog bloeddruk en erge konvulsies (Neuroleptiese
Maligne Sindroom)

* medisyne afhanklikheid

* voortdurende ereksies, somtyds pynlik, of ‘n toename in die hoeveelheid ereksies

* bloed in die urine, urineer meer as wat normaal is.

Hierdie s alles emstige newe-effekte. U mag dringende mediese aandag benodig.

Vertel u dokter indien u enige van die volgende opmerk:

Newe-effekte wat dikwels voorkom:

* belangeloosheid of kommerloos, voel senuweeagtig, slaapsteurings (insomnie)

* hoofpyn, duiseligheid, lomerigheid

* gewrigspyn, spierstyfheid, spierkrampe

* sigsteuring, balansveriies (vertigo)

* probleme met seksdrang, onvermog om ‘n ereksie te verkry of te behou

« veltoestande wat uitslag, haarverlies, galbulte en jeukerige vel mag insluit

* aptytverlies, afname in eetlus, of gewigsverlies, anoreksie

* voel ongewoon slaperig of lomerig, voel moeg, fintelende gevoel, prikkeling of gevoelioosheid van die
vel (spelde en naalde)

* hoes, seer keel of neus- en keelirritasie, inflammasie van die sinusse

* hod bloeddruk

» voel swak, onheheerbare bewegings, voel ongewoon aktief, voel aggressief, angstig, omgekrap,
depressief, prikkelbaar, gespanne, gejaagd en toon abnormale opirede, klemming of knersing van u
tande, voel paniekerig

* omgekrapte maag of indigestie, maagpyn, diarree, naarheid, maagongemak en braking, droé mond,
dors.

Minder algemene newe-effekte:

= kneusing en stadige bloedstolling na 'n besering, cormatige bloeding

* woede, voel rusteloos of tranerig, praat onophoudelik, oormatige omgewingsbewustheid, herhalende
aksies

« versteurde visie, droé o8, sigsteurnisse, dubbel visie

* borspyn en ongemak, warm gloede

* moeilike asemhaling, verkoue

* konstipasie

« abnormale lewerfunksie (klei-gekleurde stoelgang, donker urine, gejeuk, aptytverlies, geel 0é of vel)

 veltoestande wat blasies en afskilfering veroorsaak

* spierpyn, spiertrekkings, spierkrampe

« vergrote weefsels in die borste van mans.

Die volgende newe-effekte is aangemeld, maar die frekwensie van voorkoms is onbekend:

* verwyding van die oogpupil

* koue en verkleurde vingers en tone (Raynaud se sindroom)

* hoé koors

* neusbloeding.

Indien u enige newe-effekte opmerk, wat nie in hierdie inligtingsblad genoem is nie, lig asseblief u dokter

of apteker in.

Aanmelding van newe-effekte

Indien u newe-effekte ervaar, praat met u dokter, apteker of verpleegkundige. U kan ook newe-effekte by
SAHPRA via die aanlynskakel vir ongewenste geneesmiddelreaksie rapporteer:
https://vww.sahpra.org.za/Publications/Index/8.

Deur die aanmelding van newe-effekte, kan u help om meer inligting aangaande die veiligheid van RADD
in te win. U kan ook ‘n epos direk na die maatskappy stuur, pharmacovigilance@pharmadynamics.co.za
om veiligheid van die produk te verseker.

5. Hoe om RADD te bewaar

Bewaar alle medisyne buite die berelk van kinders.

Bewaar teen of benede 30 °C in die oorspronklike houer.

Hou die houer dig geseél.

Moet nie gebruik na die vervaldatum wat op die kartonhouer aangedui is nie.
Neem alle ongebruikte medisyne na u apteker terug.

Moet nie ongebruikte medisyne in dreine of ricolstelsels (bv. toilette), weggooi nie.

6. Inhoud van die verpakking en ander inligting

Wat RADD bevat

Die aktiewe bestanddeel is metielfenidaathidrochloried.

RADD 18: Elke langwerkende tablet tablet, bevat 18 mg metielfenidaathidrochloried.
Bevat suiker (laktosemonohidraat 193,50 mg).

RADD 27: Elke langwerkende tablet, bevat 27 mg metielfenidaathidrochioried.
Bevat suiker (laktosemonohidraat 194,25 mg).

RADD 36: Elke langwerkende tablet, bevat 36 mg metielfenidaathidrochioried.
Bevat suiker (laktosemonohidraat 187,50 mg).

RADD 54: Elke langwerkende tablet, bevat 54 mg metielfenidaathidrochloried.
Bevat suiker (laktosemonohidraat 174,00 mg).

Die ander bestanddele is

Ammonium hidroksied 28% (vir pH-aanpassing), anhidriese kolloidale silika, fumariensuur, gedeeitelik
gehidroliseerde polivinielalkohol, geel ysteroksied (E172)'2, hipromellose, indigo karmyn aluminium
lakkleurstof?, laktosemonohidraat, magnesiumstearaat, makrogol 3350, metakrielsuur-Metielmetakrilaat
kopolimeer (1:1), metakrielsuur-Metikrilaat kopolimeer (1:2), Opacode Swart S-1-17823, rool ysteroksied
(E172)'*, swart ysteroksied (E172)%, talkum, titaandioksied (E171), triétielsitraat.

RADD bevat suiker in die vorm van laktosemonohidraat.

1 Alleenlik van toepassing op 18 mg sterkte.

? Alleenlik van toepassing op 27 mg sterkte.

* Alleenlik van toepassing op 54 mg sterke.

Hoe RADD lyk en die inhoud van die verpakking

RADD 18 mg: Geel, kapsuulvormige, bikonvekse, filmbedekte tablet, met 2392, in swart ink gedruk, aan een kant.
RADD 27 mg: Grys, kapsuulvormige, bikonvekse, filmbedekte tablet, met 2393, in swart ink gedruk, aan een kant.
RADD 36 mg: Wit, kapsuulvormige, bikonvekse, filmbedekte tablet, met 2394, in swart ink gedruk, aan een kant.
RADD 54 mg: Rooibruin, kapsuuivormige, bikonvekse, filmbedekte tablet met 2395, in swart ink gedruk, aan een kant.

RADD tablette word verpak in wit, ronde HDPE bottels, met ‘n ronde, wit, plastiek, peutervrye skroefprop,
met drie breekpunte, ring en geintegreerde droogmiddel. Bottels, wat 30 tablette bevat, word verpak in
gedrukie, buitenste kartonhouers.
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Radd 54 mg: NAM NS4 22/1.2/0055
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