METHYCAP LA
SCHEDULING STATUS 6]

1. NAME OF THE MEDICINE

METHYCAP 10 mg LA modiified release hard capsules
METHYCAP 20 mg LA modified release hard capsules
METHYCAP 30 mg LA modified release hard capsules
METHYCAP 40 mg LA modified release hard capsules

2. QUALITATIVE AND QUANTITATIVE COMPOSITION

METHYCAP 10 mg LA: Each capsule contains 10 mg methylphenidate
hydrochloride. Contains sugar: 59,7 mg sucrose.

METHYCAP 20 mg LA: Each capsule contains 20 mg methylphenidate
hydrochloride. Contains sugar:119,5 mg sucrose.

METHYCAP 30 mg LA: Each capsule contains 30 mg methylphenidate
hydrochloride. Contains sugar: 179,2 mg sucrose.

METHYCAP 40 mg LA: Each capsule contains 40 mg methylphenidate
hydrochloride. Contains sugar: 238,9 mg sucrose.

For the full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM

Modified release hard capsules

METHYCAP 10 mg LA: Hard gelatin capsule size 2, with a dark yellow
opaque cap and a white opague body, imprinted with “RUB” in red ink on
the cap and "M10" in red ink on the body, containing white and whitish
pellets. Capsule length: 18 mm.

METHYCAP 20 mg LA: Hard gelatin capsule size 2, white opaque capsule,
imprinted with “RUB" in red ink on the cap and “M20" in red ink on the
body, containing white and whitish pellets. Capsule length: 18 mm.
METHYCAP 30 mg LA: Hard gelatin capsule size 2, ivory opaque capsule,
imprinted with “RUB" in red ink on the cap and “M30" in red ink on the
body, containing white and whitish pellets. Capsule length: 18 mm.
METHYCAP 40 mg LA: Hard gelatin capsule size 1, dark yellow opaque,
imprinted with “RUB" in red ink on the cap and “M40" in red ink on the
body, containing white and whitish pellets. Capsule length: 20 mm.

4. CLINICAL PARTICULARS

indications
METHYCAP LA is indicated for attention deficit hyperactivity disorder
(ADH?) imﬂmn aged 6 years or older, and in adults with ADHD onset
in childh

ADHD diagnosis should be made according to current Diagnostic and
Statistical Manual of Mental Disorders (DSM) criteria or the guidance from
International Classification of Diseases (ICD).

I"fw Posology and method of administration

logy
The dosage of METHYCAP LA should be individualised according to the
patient’s clinical needs and responses.
METHYCAP LA should be started at a low dose, with increments at weekly

L
Daily doses above 60 mg are not recommended for the treatment of ADHD
in children. Effective doses in adults may vary, and range from 40 - 80 mg

per day.
‘D% dosesm ahove 80 mg are not recommended for the treatment of ADHD
in adul

METHYCAP LA should be discontinued if improvement is not observed after
appropriate dosage adjustment over a one-month period.

METHYCAP LA should be discontinued if paradoxical aggravation of
symptoms or other adverse effects occur.

Pre-treatment screening

Patients should be assessed for pre-existing cardiovascular and psychiatric
disorders and a family history of sudden death, ventricular dysrhythmia
and psychiatric disorders prior to treatment initiation of METHYCAP LA (see
sections 4.3 and 4.4).

Periodic assessment of the treatment in ADHD

METHYCAP LA treatment should not and need not be indefinite and

should be periodically discontinued to assess the patient's condition.
Improvement may be sustained when the medicine is either temporarily or
permanentiy discontinued.

When used in children with ADHD, METHYCAP LA can usually be
discontinued after puberty.

Paediatric population

Children and adolescents (6 years and older)

METHYCAP LA is for oral administration once daily, in the moming. The
recommended starting dose is 20 mg. When, in the judgement of the
clinician, a lower initial dose is appropriate, patients may begin treatment
with METHYCAP 10 mg LA,

Daily dosage above 60 mg is not recommended.

Adults

The individualised dose of METHYCAP LA is administered once daily in

the moming.

The recommended starting dose of METHYCAP LA in patients who are new
to, or not currently taking methylphenidate, is 20 mg once daily.

In patients currently taking methylphenidate, treatment may be continued
with the same daily dose. If the patient was previously treated with

an immediate release formulation, a conversion to an appropriate
recommended dose of METHYCAP LA should be made (see below
subsection, Switching patients to METHYCAP LA).

A maximum dose of 80 mg should not be exceeded.

Switching patients to METHYCAP LA

The recommended dose of METHYCAP LA should be equal to the total daily
dose of an immediate release formulation not exceeding 2 total of 60 mg in
children and 80 mg in adults. An example in patients being switched from
the immediate release formulation is provided below.

Recommended daily dose when switching patients to METHYCAP LA

Previous methylphenidate dose [mmmm METHYCAP LA

5 mg m enidate twice daily |10 mg once daily |
10 mg methylphenidate twice daily |20 mg once daily

15mg m henidate twice daily |30 mg once daily |
20 mg meth nidate twice daily |40 mg once daily |

For other memwphenldate regimens, clinical judgment should be used
when selecting the starting dose. METHYCAP LA dosage may be adjusted
at weekly intervals in 10 mg increments for children and in 20 mg
increments for adults.

Special populations
Renal impairment:
No studies have been performed in renally impaired patients.

No studies have been performed in hepatically impaired patients.

Elderly patients

No studies have been performed in patients over the age of 60.
Method of administration

General recommendations

METHYCAP LA is for oral administration once daily, in the moming.
METHYCAP LA capsules may be taken/administered with or without food.
They should be swallowed whole, or alternatively the contents of the
capsule can be sprinkled over a small amount of food (refer to specific
instructions below). The granules must be swallowed whole and not
chewed or crushed.

METHYCAP

LA capsules and/or their contents should not be crushed
or

When METHYCAP LA is administered/taken by sprinkling capsule
contents on food
&capsules may be carefully opened and the beads sprinkled over soft

The food should not be warm because this could affect the modified
release properties of this formulation.

The mixture of medicine and food should be consumed immediately in its
entirety. This soft food mixture should not be chewed but swallowed only.
The medicine and food mixture should not be stored for future use.

METHYCAP LA, administered as a single dose, provides comparable overall
exposure (area under the curve (AUC)) of methylphenidate compared to the
same total dose of methylpheni administered twice daily.

Missed dose
Doctors should advise patients who forget to take METHYCAP LA to take it
as soon as they remember in the morming, failing which, the normal dose
should be taken the next day. Patients should not take a double dose to
compensate for the missed dose.
4.3 Contraindications
METHYCAP LA is contrainidicated in the following:
* hypersensitivity to methylphenidate or to any of the excipients of
METHYCAP LA (see section 6.1)
* anxiety, tension, agitation
« family history or diagnosis of Touretie’s syndrome
L idism or thyrotoxicosis

* diagnosis or mstory of severe depression, anorexia nsrvosa/mormc
gmxm manla schlznphrema psychopawc/bordemm psrsmaity
isorder
* diagnosis or history of severe and episodic (type 1) bipolar (affective)
disorder (that is not well controlled)

* glaucoma
* phaeochromocytoma

A5872

. pm cardiovascular disorders, including hypertension, angina,
a

usive disease; heart failure, haemodynamically agmh’umt
congenital heart disease,

potentially life-threatening dysmyhm ehamelopamles (disorders
caused by the dysfunction of ion channels) and QT prolongation either
congenital, familial or caused by medication (see section 4.4)

* pre-existing cerebrovascular disorders, cerebral aneurysm, vascular
abnormalities mdu::?mvaswlm or stroke or known risk factors for
cerebrovascular di

* during treatment with monoamine oxidase (MAO) inhibitors, or within a
minimum of 2 weeks of discontinuing those medicines, due to risk of
hypertensive crisis (see section 4.5)

* pregnancy and lactation (see section 4.6).

4.4 Special wamings and precautions for use
General

METHYCAP LA should not be used for the prevention or treatment of normal
fatigue states.

METHYCAP LA is not indicated in all cases of attention-deficit/hyperactivity
disorder and should be considered only after detailed history-taking and
evaluation. The decision to prescribe METHYCAP LA should depend on a
thorough assessment of the severity and chronicity of symptoms and, in
paediatric patients, their appropriateness to the child's age and not simply
on the presence of one or more abnormal behavioural characteristics.

METHYCAP LA should not be used for the treatment of attention-deficit
orhypemcﬁvitysew‘daynoammablemindudhgawtem

Chronic abuse of METHYCAP LA can lead to marked tolerance and
pmhologlcal dependence with varying degrees of abnormal behaviour.
psychotic episodes may occur. Abuse of METHYCAP LA may prove a
prnblem In predisposed patients e.g. in emotionally unstable individuals or
those with a history of drug dependence or alcoholism.
METHYCAP LA should therefore be used only under medical supervision.
Clinical data indicate that children given methyiphenidate are not more
likely to abuse drugs than adolescents or adults.

Cardiovascular
Pre-existing Structural Cardiac Abnormalities or Other Serious Heart

Sudden death has been reported in association with the use of
methylphenidate at usual doses in patients with pre-existing structural
cardiac abnormalities or other serious heart problems. No causal
relationship with METHYCAP LA has been established since some of these
conditions alone may carry an increased risk of sudden death.
METHYCAP LA generally should not be used in patients with known
structural cardiac abnormalities or other serious cardiac disorders that
may increase the risk of sudden death due o its sympathomimetic effects.
Before initiating METHYCAP LA treatment, patients should be assessed

for pre-existing cardiovascular disorders such as a congenital long QT
syndrome, or a family history of sudden death and ventricular dysrhythmia
(see section 4.2).

Misuse and Cardiovascular Events
Misuse of METHYCAP LA, may be associated with sudden death and other
serious cardiovascular adverse events.

Cardiovascular conditions

METHYCAP LA is contraindicated in patients with hypertension. METHYCAP
LA increases heart rate and systolic and diastolic blood pressure. Therefore,
caution Is Indicated In treating patients whose underlying medical
conditions might be compromised by increases In blood pressure or heart
rate, e.g. those with pre-existing hypertension and severe cardiovascular
disorders (see section 4.3).

Monitoring of blood pressure at appropriate intervals should be undertaken
In all patients taking METHYCAP LA. A prompt cardiac evaluation should

be undertaken should a patient develop symptoms suggestive of cardiac
disease while taking METHYCAP LA.

Cerebrovascular conditions

Patients with pre-existing central nervous system (CNS) abnormalities, e.g.
cerebral aneurysm and/or other vascular abnormalities such as vasculitis
or pre-existing stroke should not be treated with METHYCAP LA.

Patients with additional risk factors (history of cardiovascular disease,
concomitant medications that elevate blood pressure) should be assessed

regularly for nwrdooiccazgtymiaﬁc signs and after initiating
treatment with METHYCAP LA (see above, paragraph on Cardiovascular
conditions and section 4.5).

Cerebral vasculitis appears to be very rare idiosyncratic reaction to
methylphenidate exposure. There is little evidence to suggest that patients
at higher risk can be identified and the initial onset of symptoms may be
the first indication of an underlying clinical problem.
Early diagnosis, based on a high index of suspicion, may allow the prompt
withdrawal of METHYCAP LA and early treatment. The diagnosis should
therefore be considered in any patient who develops new neurological
symptoms that are consistent with cerebral ischemia during METHYCAP
LA therapy. These symptoms could include severe headaches, numbness,
paralysis, and impairment of coordination, vision, speech,
language or memory.
Treatment with METHYCAP LA is not contraindicated in patients with
hemiplegic cerebral palsy.

Psychiatric disorders
Co-morbidity of psychiatric disorders in ADHD is common and should be
taken into account whageecrbm METHYCAP LA. Prior to initiating

treatment with METHYCAP LA, patients should be assessed for pre-existing

psychiatric disorders and a family nmm%“ mrﬁamc disorders (see

section 4.2). Treatment of ADHD with M LA should not be initiated

in patients with acute psychosis, acute mania or acute :uudamy These

acute conditions should be treated and controlled before ADHD treatment
is considered.

In the case of emergent psychia

El'm" ptoms or exacerbation of pre-
existing psychiatric symptoms M 'CAP LA should not be given to
patients unless the benefit outweighs the potential risk.

Patients diagnosed with or have a history of severe depression, anorexia
nervosa/anorexic disorders, suicidal tendencies, psychotic symptoms,
severe mood disorders, mania, schizophrenia, psychopaﬁic/mmeline
personalty disorder should not be treated with METHYCAP

Emergence of new psychotic or manic symptoms
Treatment-emergent psychotic symptoms (visuaVlactiu/aude
hallucinations and delusions) or mania in patients without prior history of
psychotic illness or mania can be caused by METHYCAP LA at usual doses.
If manic or psychotic symptoms occur, consideration should be given to

a possible causal role for METHYCAP LA and discontinuation of treatment
may be appmpnate

Ememem ag?w“we behavnur or an exacerhation of baseline aggressive
behaviour or hostility may occur during METHYCAP LA therapy. However,

mmmwmcmnmmumlmmeneedh
of treatment regimen in patients experiencing these benavioural changes,
bearing in mind that upwards or downwards titration may be appropriate.
Treatment interruption can be considered.

Suicidal tendency

Patients with emergent suicidal ideation and behaviour during treatment
for ADHD should be evaluated immediately by their medical practitioner.
The medical practitioner should initiate appropriate treatment of the
underlying psychiatric condition and consider a possible change in the
ADHD treatment regimen.

Tics

Methylphenidate is associated with the onset or exacerbation of motor and
verbal tics. Worsening of Tourette’s syndrome has also been reported (see
section 4.8). Family history should be assessed and clinical evaluation for
tics or Tourette's syndrome in patients should precede use of METHYCAP
LA for ADHD treatment. METHYCAP LA is confraindicated in case of
diagnosis or family history of Tourette's syndrome (see section 4.3).
Patients should be regularly monitored for the emergence or worsening of
tics during treatment with methylphenidate. Monitoring should be at every
adjustment of dose and then at least every 6 months or every visit.

Anxiety, agitation or tension

Methylphenidate is associated with the worsening of pre-existing anxiety,

agitation or tension. Clinical evaluation for anxiety, agitation or tension

should pteceoeusemmmylpmmdateand panentssmud be regularly
or ese symptoms during

munad.atevuyadjustnmofdoseawmenmlmeverys months

or every visit.

Forms of bipolar disorder

Particular care should be taken in using METHYCAP LA to treat ADHD

in patients with co-morbid bipolar disorder (including untreated type 1
blpolar disorder or other forms of bipolar disorder) because of concemn

for possible precipitation of a mixed/manic episode in such patients. Prior
to initiating treatment with methylphenidate, patients with co-morbid
depressive symptoms should be adequately screened to determine if they
are at risk for bipolar disorder; such screening should include a detailed
psychiatric history, including a family history of suicide, bipolar disorder,
and depression. Close ongoing monitoring is essential in these patients
(see above, Psychiatric disorders and section 4.2). Patients should be
monitored for symptoms at every adjustment of dose, then at least every 6
months and at every visit.

If a patient is diagnosed or has a history of severe and episodic (type

1) bipolar (atfecﬁve) disorder, that is not well controlled, treatment with
METHYCAP LA reeommended

Serotonin syndrome

Serotonin syndrome has been reported following co-administration of
methylphenidate with serotonergic medicines such as selective serotonin
reuptake inhibitors (SSRIs) and serotonin-norepinephrine reuptake
inhibitors (SNRIs). The concomitant use of METHYCAP LA and serotonergic
medicines are not recommended as this may lead to the development of
serotonin syndrome. The symptoms of serotonin syndrome may include
mental status changes (e.g. agitation, hallucinations, delirium, and coma),
autonomic instability (e.g. tachycardia, labile blood pressure, dlzzmm.
diaphoresis, flushing, hyper (e.g
tremor, rigidity, myoclonus, hyperrefiexia, nwotdnanon) “seizures, and/
or gastrointestinal symptoms (e.g. nausea, vomiting, diarrhoea). Prompt
recognition of these symptoms is important so that treatment with
METHYCAP LA and serotonergic medicines can be immediately
discontinued and appropriate freatment instituted (see section 4.5).

Priapism
Prolonged and painful erections, sometimes requiring surgical intervention,
have been reported with methyiphenidate products in both paediatric

and adult patients. Priapism generally developed after some time on the
medicine, often subsequent to an increase in dose. Priapism has also

been reported during a period of medicine withdrawal (medicine holidays
or during discontinuation). Patients who develop abnormally sustained or
frequent and painful erections should seek immediate medical attention.

Growth retardation

Reduced weight gain and slight growth retardation have been reported
with the long-term use of METHYCAP LA (see section 4.8). Growth, weight,
and appetite should be monitored at least 6 monthly during treatment with
METHYCAP LA with maintenance of a growth chart. Patients who are not
gaining helghtorweigm::expectedornloshg weight may need to
have their treatment interrupted and adjusted.

Haematological effects

The long-term safety and efficacy profiles of METHYCAP LA are not fully
known. Patients requiring long-term therapy should therefore be carefully
monitored and complete and differential blood counts and a platelet count
performed periodically. In the event of haematological disorders appropriate
medical intervention should be considered (see section 4.8).

Seizures
METHYCAP LA should be used with caution in patients with epilepsy as
clinical experience has shown that it can cause an increase in seizure
frequency. Methylphenidate may lower the convulsive threshold in patients
with prior history of seizures, in patients with prior electroenceph:
(EEG) abnormalities in absence of seizures, and rarely in patients
2 history of convulsions and no EEG abnormalities. If seizure frequency
m :rd new-onset seizures occur, METHYCAP LA should be

ntinued.

Medicine abuse and dependence

METHYCAP LA should be used with caution in patients with known drug or
alcohol dependency because of a potential for abuse, misuse or diversion.
Chronic abuse of METHYCAP LA can lead to marked tolerance and

ological dependt varying degrees of abnormal behaviour.
Frank psychotic episodes may occur, especially with parenteral abuse.
Patient age, the presence of risk factors for substance use disorder

(such as co-morbid oppositional-defiant or conduct disorder and bipolar
disorder), previous or current substance abuse should be taken into
account when deciding on a course of treatment for ADHD. Caution is
called for in emotionally unstable patients, such as those with a history of
drug dependence or alcoholism, because they may increase the dosage on
their own initiative.

For some high-risk substance abuse patients, methylphenidate or other
mmmay not be suitable and non-stimulant treatment should be

Withdrawal

Careful supervision is required during METHYCAP LA withdrawal since this
may unmask depression as well as chronic over-activity. Some patients
may require long-term follow-up.

Careful supervision is required during withdrawal from abusive use since
severe depression may occur.

Excipients with known effect

METHYCAP LA capsules contain sucrose. Patients with rare hereditary
problems of fructose intolerance, glucose-galactose malabsorption or
sucrase-isomaltase insufficiency should not take METHYCAP LA capsules.

Paediatric population
METHYCAP LA is not indicated in children younger than 6 years.

Treatment with METHYCAP LA is not indicated in all cases of attention-
deficit/hyperactivity disorder and should be considered only after detailed
history-taking and evaluation. The decision to prescribe METHYCAP LA
should depend on the medical practitioner assessment of the chronicity
and severity of the child's symptoms and, their appropriateness to the
child's age. Prescription should not depend solely on the presence of one
or more abnormal behavioural characteristics. Where these symptoms are
Mm&wmmmm,mmmmwub

4.5 Interaction with other medicines and other forms of interaction
interactions:

-hypertensive medicines
The effectiveness of medicines used to treat hypertension may be
decreased with concomitant use of METHYCAP LA.

Use with medicines that elevate blood pressure
METHYCAP LA should be used with caution in patients being treated with
medicines that elevate blood pressure (see paragraph on Cerebrovascular

ng (¢
inhibitors due to the risk of hypertensive crisis (see section 4.3).

Use with alcohol

Alcohol may exacerbate the central nervous system adverse reactions of
METHYCAP LA. Alcohol can also affect the coating of the capsule contents
causing accelerated release or dose dumping, potentially leading to toxicity.
It is advisable for patients to abstain from alcohol during treatment.

Use with dopaminergic medicines

As an inhibitor of dopamine reuptake, METHYCAP LA may be associated
with pharmacodynamic interactions when co-administered with direct and
indirect dopamine agonists (including DOPA and tricyclic antidepressants)
as well as dopamine antagonists (antipsychotics, e.g. haloperidol). The co-
administration of METHYCAP LA with antipsychotics is not recommended
because of the counteracting mechanism of action.

Use with anaesthetics
There is a risk of sudden blood pressure increase during surgery. If surgery
is planned, METHYCAP LA should not be used on the day of surgery.

Use with centrally acting alpha-2 agonists (e.g. clonidine or
dexmedetomidine)

Serious adverse events including sudden death may occur in concomitant
use with clonidine or dexmedetomidine, although no causality for the
combination has been established.

Use with serotonergic medicine

Concomitant use of METHYCAP LA and serotonergic medicine is not
recommended as this may lead to the development of serotonin syndrome
(see section 4.4).

Methylphenidate has been shown to increase exiracellular serotonin and
gvpinsphn'm and appears to have weak potency in binding serotonin

Pharmacokinetic interactions

Itis not known how methylphenidate may affect plasma concentrations of
concomitantly administered medicine. Therefore, caution is recommended
at combining methylphenidate with other medicine, especially those with a
narrow therapeutic window.

Methylphenidate is not metabolised by cytochrome P450 (CYP450) to a
clinically relevant extent. Inducers or inhibitors of cytochrome P450 are not
expected to have any relevant impact on METHYCAP LA pharmacokinetics.
Conversely, the d- and |-enantiomers of methylphenidate as in

METHYCAP LA did not relevantly inhibit cytochrome P450 1A2, 2C8, 2C9,
2C19, 206, 2E1 or 3A.

Methylphenidate co-administration did not increase plasma concentrations
of the D6 substrate desipramine.

Case reports suggested a potential interaction of methylphenidate as in
METHYCAP LA with warfarin, some anticonvulsants (e. g phenobarbital,
phenytoin, primidone) and tricyclic antidepressants, however

pharmacokinetic interactions were not confirmed when explored at higher
sample sizes. The dosage of these medicines might have to be reduced.
Other specific medicine-medicine interaction studies with methylphenidate
have not been performed in vivo.

When starting and stopping treatment with METHYCAP LA, it may be
necessary to adjust the dosage of these medicine already being taken and
establish drug plasma concentrations (or for coumarin, coagulation times).
Medicine/laboratory test

METHYCAP LA may induce false positive laboratory tests for
amphetamines, particutarly with immunoassays screen test.

4.6 Fertility, pregnancy and lactation

Pregnancy
METHYCAP LA is contraindicated in pregnancy and lactation as safety has
not been demonstrated (see section 4.3).

Breastfeeding
Mothers taking METHYCAP LA should not breastfeed their infants.

Fertility
No human data on the effect of methylphenidate on fertility are available.

4.7 Effects on ability to drive and use machines

METHYCAP LA may cause dizziness, drowsiness, blurred vision,
hallucinations, or other central nervous system (CNS) side effects (see
section 4.8). It may have a moderate influence on the ability to drive and
use machines. Patients experiencing such side effects should refrain from
mri\g;)puaﬁng machines or engaging in other potentially hazardous

4.8 Undesirable effects
a) Summary of the safety profile

sness and insomnia are very common adverse reactions. These
usually occur at the beginning of treatment and may be reduced by
decreasing the dose and omitting the METHYCAP LA in the afternoon or

evening.

Decreased appetite is very common.

Abdominal pain, nausea and vomiting are commeon to very common.
Reports of neuroleptic malignant syndrome (NMS) have been received. In
most of these reports, patients were also receiving other medications. It is
uncertain what role methylphenidate played in these cases.

b) Tabulated summary of adverse reactions

4.9 Overdose

Signs and symptoms

Vomiting, agitation, tremors, hyperrefiexia, muscle twitching, convulsions
(may be fnllwed by coma), euphoria, confusion, hallucinations, delirium,
sweating, flushing, headache, hyperpyrexia, tachycardia, palpitation,
cardiac dysrhythmias, hypertension, mydriasis, dryness of mucous
membranes and rhabdomyolysis.

Management of overdose

When treating overdose, the healthcare provider should bear in mind that a
second release of methylphenidate from METHYCAP LA (methylphenidate
hydrochloride modified release capsules) occurs approximately four hours
after administration.

There Is no specific antidote to methylphenidate overdosage.

Treatment consists of appropriate supportive measures and symptomatic
treatment of life-threatening events e.g. hypertensive crisis, cardiac
dysrhythmias, convulsions. For the most current guidance for treatment of
symptoms of overdose, the healthcare provider should consult a certified
Poison Comml Centre or current toxicological publication.

include protection of the patient against self-injury

[System Organ Class _[Frequ: Side effects Mmﬁ W;:ﬂ snmt;llli::t w::ld mﬂnﬂ n:: overstimulation
0 present. ovel is oral and the patient is conscious,
heatons aud Fonnt  ; (heowhmynighis adminisration of activated charcoal i recommended.
Blood and lymphatic | Less frequent |Leucopen Intensive care must be provided to maintain adequate circulation and
system disorders mggcympenla anaemia r:n'mmw exchange; extemal cooling procedures may be required to
Frequency  |Pancytopenia, epistaxis uce hyperpyrexia.
unknown Efficacy of peritoneal dialysis or extracorporeal haemodialysis for
mnm system Less frequent |Hypersensitivity mmfm' overdosage of METHYCAP LA has not been established.
rders such as auricular swelling,
including angioedema and 5. PHARMACOLOGICAL PROPERTIES
anaphylaxis 5.1 Pharmacodynamic properties
Metabolism and Froquent _|Decreased appetito Fharmacotherapeutic group: Peychostimulants
nutrition disorders | ess fraquent mmgimﬁ:g mgg;:gd Pharmacological classification: A 1.2 Psychoanaleptics (antidepressants)
s o e, crsingts 1 et
Psychiatric disorders |Frequent Nervousness, insomnia, affect a racemais, ngofaiim
lability, aggression, Irritabllity, d-methylphenidate and I-methylphenidate.
abnormal behaviour, libido Methylphenidate is a central nervous system stimulant with more
decreased, panic attack, prominent effects on mental than on motor activities. Its mode of action in
stress, bruxism, anxiety, man is not completely understood, but its stimulant effects are thought to
restiessness, sleep disorder, be due to inhibition of dopamine reuptake in the striatum, without triggering
aultaﬂon ' ! the release of dopamine. The mechanism by which rmthylphenldm exerts
Less p e its mental and behavioural effects in children is not clearly establish
v (somenmes “with visual nor is there conclusive evidence showing how these effects relate to the
and tactile hallucinations), conition of the central nervous system.
transient depressed mood, The effect of treatment with 40 mg dexmethylphenidate hydrochloride, the
anger, tearfulness, mood pharmacologically active d-enantiomer of methylphenidate, on QT/QTc interval
altered, mood swings, was evaluated in a study in 75 healthy adult volunteers. The maximum mean
hypervigilance, tension, p ation of QTcF intervals was < 5 millisecond (ms), and the upper
mania, dmnemauon limit of the 90 % confidence interval was below 10 ms for all time matched
b | thinking, apathy, comparisons versus placebo. This was below the threshold of clinical concern
mﬁﬁve bemﬁlgq;,a gvmer and no exposure response relationship was evident.
sing, suicidal i or
attempt (iglq!udi‘lg completed 5.2 Pharmacokinetic properties
m’gmim% Following oral administration of methylphenidate hydrochloride
d &enee cases of abhse (modified release capsules) to children diagnosed with ADHD and
am s ko adults, methyiphenidate plasma concentration-time profiles show a
pe bi-modal profile (i.e. two distinct peaks approximately four hours apart).
Frequency | Delusions, thought The fluctuations between peak and trough plasma methylphenidate
unknown __|disturbances, logohoea | concentrations are smaller for methylphenidate modified release given
Nervous system Frequent Dyskinesia, tremor, headache, once a day compared to methylphenidate tablets given twice a day.
disorders drowsiness, dizziness, Meﬂrylphenidate hydrochloride may be administered with or without
psychomotor hyperactivity, food. There were no differences in the bioavailability of methylphenidate
somnolence modified release when administered with either a high fat breakfast or
Less frequent |Convulsions, choreo- applesauce, compared to administration in the fasting condition. There is
athetoid movements, tics or no evidence of dose dumping in the presence or absence of food.
exacerbation of existing tics | For patients unable to swallow the capsule, the contents may be sprinkled
and Tourette's syndrome, ’
bt lar di s on soft food and administered (see section 4.2).
including vasculitis, Distribution
cerebral haemorrhages and In the blood, methylphenidate and its metabolites are distributed in the
cerebrovascular accidents, plasma (57 %) and in the erythrocytes (43 %). Methylphenidate and its
sedation, akathisia, metabolites have a low plasma protein-binding (10 - 33 %).
dysphemia, reversible The apparent distribution volume has been calculated as 13,1 kg after an
ischagmic neurological defict | ora) dose; the volume of distribution after intravenous dos (Vss) is 2,23 Likg
Frequency | Migraine, cerebral arteritis, for the racemate in healthy adult volunteers.
unknown | cerebral occlusion, grand mal The volume of distribution was 2,65 = 1,11 Likg for dmmwmddate
(d-MPH) and 1,80 + 0,91 Ukaforlmnamwmnhme -MPH).
Eye disorders Less frequent Bluresut;l vision, difficulties Methylphenid: ate is excreted in breast m
in visual accommodation, Biotransformation
mydriasis, visual disturbances | peai plasma concentrations of PPAA (ritalinic acid) are attained
Frequency  |Diplopia approximately 2 hours after administration of methylphenidate and are
unknown 30 - 50 times higher than those of the unchanged substance. The half-life
Cardiac disorders Frequent Dysrhythmia, tachycardia of PPAA is roughly twice as long as that of methylphenidate, and the mean
pitations systemic clearance is 0,17 5
Less frequent |Chest pain, angina pectoris, Elimination
cardiac arrest, myocardial Methylphenidate is eliminated from the plasma with a mean half-life of
infarction _— 2 hours, and the systemic clearance is 0,40 = 0,12 L//kg for d-MPH and
Frequency p y 0,73 + 0,28 L/Wkg for I-MPH. After oral administration 78 % to 97 % of
unknown bradycardia, ventricular the dose is excreted in the urine and 1 % - 3 % in the faeces in the form of
les, e les metabolites within 48 - 96 hours. U ed methylphenidate appears in
Vascular disorders | Frequent Hypertension, peripheral the urine only in small quantities (< 1 %). The bulk of the dose is excreted
coldness in the urine as a-phenyl-2-piperidine acetic acid (PPAA, 60 % to 86 %).
Less frequent | Cerebral arteritis and Pharmacokinetics in special patient groups
or occlusion, Raynaud's Paediatrics
Iphenomenon | There are no apparent differences in the pharmacokinetic behaviour of
Respiratory, thoracic | Frequent Cough, pharyngolaryngeal methylphenidate in hyperactive children and healthy adult volunteers.
and mediastinal pain, dyspnoea Renal failure
disorders Renal excretion of the unchanged is hardly di at
Gastrointestinal Frequent | Nausea, dry mouth, abdominal | 31 in the presence of impaired renal function; however, renal excretion of
disorders pain, diarrhoea, stomach PPAA is reduced.
discomfort, vomiting,
dyspepsia, Wﬂ'e 6. PHARMACEUTICAL PARTICULARS
Less 6.1 List of excipients
Hepatobiliary Less frequent |Hepatic enzyme elevations, Capsule content:
disorders abnormal liver functions, Ammonio methacrytate copolymer
hepatic coma Methacrylic acid-methyl methacrylate copolymer
Skin and Frequent Rash, pruritus, urticaria, fever, | Povidone
subcutaneous tissue scalp hair loss (alopecia), Sugar spheres (sucrose and maize starch)
disorders hyperhidrosis ?nfm .
Less frequent | Thrombocytopenic purpura, W
exfoliative dermatitis, memzaommmmmmw
erythema multiforme, size 1 (40 mg)
angioneurotic oedema, Gelatin
bullous conditions, exfoliate Titanium dioxide
wryn';i’iﬁonsﬁmﬁlar rash, Yellow iron oxide
erythema fixed drug eruption Hard size2
Angioedema Golatn @oms)
W'WM: g Titanium dioxide
connective tissue and | gss frequent |Muscle cramps, muscle ﬁ?@p mn hyd’ 'r:nde
bone disorders tightness, myalgia, muscle
itchin Propylene glycol
twitching Red iron oxide
Frequency | Trismus Shellac glaze
Strong ammona solution
Renal and urinary Less frequent |Haematuria 6.2 Incom|
disorders Incontinence Not applicable.
unknown
Reproductive system |Less frequent |Gynaecomastia g.fmm
and breast disorders | Fraquency  |Priapism, erectile dysfunction, , §
unknown erection increased and 6.4 Special precautions for storage )
rolonged erection Store at or below 30 °C and protect from moisture.
General disorders and | Frequent Feeling jittery, pyrexia, thirst, Keep blisters in outer carton until required for use.
administrative site growth retardation during 6.5 Nature and contents of container
conditions prolonged use In children, Peelable child-resistant blisters (Aclar/PVC/AIPET) cross-perforated,
fatigue packed inside an outer carton.
Less frequent dc::ht pain, sudden cardiac Each pack contains 30 capsules.
i X 6.6 Special precautions for disposal
mewn:y Chest discomfort, hyperpyrexia|  No special requirements.
Investigations Frequent Weight decreased, changes in 7. HOLDER OF THE CERTIFICATE OF REGISTRATION
blood pressure and heart rate Pharma Dynamics (Pty) Ltd
(usually an increase) Is ;‘ Floor Gmpevm House, Steenberg Office Park
Less frequent |Blood alkaline phosphatase iverwood Close
increased, blood bilirubin Westlake, 7945
increased, platelet count Cape Town, South Africa
decreased, white blood count |  Tel. +27 21 707 7000
abnormal, cardiac murmur, or 0860-PHARMA (742 762)
hepatic enzyme increased
8. REGISTRATION NUMBERS
METHYCAP 10 mg LA: A57/1.2/0792
of suspected adverse reactions METHYCAP 20 mg LA: A57/1.2/0793
Hepom suspected adverse reactions after authorisation of the medicine METHYCAP 30 mg LA: A57/1.2/0794
is important. It allows continued monitoring of the benefit/risk balance METHYCAP 40 mg LA: A57/1.2/0795
of the medicine. Hezm\m pm&dﬁmmm reponAP;
suspected adverse drug reactions to via the Med Safety 9. DATE OF FIRST AUTHORISATION
(Medsafety X SAHPRA) and eReporting platform -ume.org) found July 2025

onSAHPRAweb:teMemlmbesemd meeompa%
pharmacovigilance@pharmadynamics.co.za to ensure safety of the product.

pharma (s) dynamics



PATIENT INFORMATION LEAFLET
SCHEDULING STATUS

'Ennwwmumnmmmmm
METHYCAP 20 mg LA modified release hard capsules
mmmuMMnhmMuwh
METHYCAP 40 mg LA modified release hard capsules
nnllh‘ll hydrochloride
[¢ 10 591,7 20 m?iLat'. 3.: 1792
(sucrose: ml mﬂ- mg: mg; 30 mg: mg;
mg: 238,9 mg ruwxnm

Read all of this leafiet carefully before you start taki
METHYCAP " o "

LA
 Keep this leaflet. You may need to read it again.
* If you have further questions, please ask your doctor,
acist, nurse or other healthcare provider.
* METHYCAP LA 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 METHYCAP LA is and what it is used for
zmtyuumummw«eyoummmwu
S.HowtomMErHYW

4. Possible

5. MowbmreMElHVWLA

6. Contents of the pack and other information

1, What METHYCAP LA is lnd what it is
METHYCAP LA improves the ofcemlnpamoime brain
which are under-active. The medicine can help improve attention
(attention span), concentration and reduce it behaviour.
ETHYCAP LA s used for attention deficit hyperactivity disorder
(ADHD.) in children aged 6 years and older and in adults with ADHD
onset in childhood.
ADHD is a medical condition where the child or adult has difficulty
in paying attention and staying focused on most tasks given to
them. They also tend to move around a lot and are very fidgety
(making unnecessary fuss).
METHYCAP LA is ptembeu only by a specialist in behavioural
disorders. This foIYow r further treatment.
A thorough emmmallun Is neeesmj you are an adult and
have not been treated before, the specialist will carry
confim that you have had ADHD since chlldhood Usi
programmes as well as medicine helps to manage AD| D

zmmmmmummmmwwu
sallemlc o mmylphanldm ortoany

outtuuto

have a tfrym id problem
. you havc mental he lems such as:
+ a'psychopathic’ or ‘borderline personality’ problem

4 abnormal or visions or an iliness called
‘schizophrenia’, signs of a severe mood problem like feeling
like killing yourself, severe depression (where you feel
vel worwmaMho ), mania (where you feel

Ftaie, uninhibited), mexia

you have increased pressure in your coma)
haveammlufyaradmny:lugm‘g

havemhadhun lems — such as a heart attack,
ummhwmtpalnan discomfort in the chest, heart failure,
heart disease or were bom with a heart problem
 If you have very high blood pressure or narrowing of the blood
vessels, which can cause pain in the arms and legs
u have had a problem with the blood vessels in your
in - such as a stroke, swelling and weakening of part of a
blood vessel (anourysm) narrow or blocked blood vessels, or
inflammation of the blood vessels (vasculitis)
. are taking a medicine called a ‘monoamine oxidase
m llllaﬂgr' (MAO usadlvdepmssmorhavetuhna MAOI in

. rfywampwgnarrlorbmﬂhuiumbaby
mmmmm«wumyommapplym are not
sumﬂ(mwurdomorphmln you take Yi’"m’“
This is because METHYCAP LA may make these problems worse.

Warnings and precautions

Tmsspecialcnwim METHYCAP LA if you or your child:

* unexpectedly experience prolonged erections during treatment,
in both children and adults. This may be painful and can occur
aunyﬂme nulmponxmmeontactmd away

%Im.chm for longer than 2 hours, particularly if this is

pai
experience a combination of the following symptoms: mental
status changes (e.g. , hallucinations, delirium, and
coma) a nction of the nerves that regulate non-voluntary
body functions, such as heart rate, blood pressure and
(muular heammt. tu rary high blood prouura dizziness,

ng, muscular problems
gog tremur ngd musﬂanm overactive or nsive

IF{ reflexes, incoordination), seizures/fits and intestinal
roblems (. g musea. mmnum:na) vihule taking
with medicines that raise the level of serotonin

in the body (semtonarulc medicines, for example those
treat depression like sertraline and venlafaxine), stop treatment
et
serotonin in the body your imi
have a history of drug or alcohol abuse
have had ﬂmllepsy convulsions, seizures
have high ressure (hypertension)
have any heart omm (e.g. structural cardiac abnormality) or
any other current or previous heart problems
have or have had any disorder of the blood vessels in the
brain e.0. weakening of blood aneurysm, stroke, inflamma

se e

of blood vessels (vasculitis) - symptoms of vasculitis inciude
severe headache, bnul, ess, s, and
impairment of coordination, vision. e Or memory

5353
¢
eEs
§

ﬂ'ﬂt cause abnormal inking and
perceptions, psychosis or feeling unusually excited, over-active
and ::v"?h,lm acute mania - your doctor will have told you if
u have this
rtyou have depression, anorexia nervosa/anorexic disorders
(an dlmmww 1o obsess about weight and
what they eat), suicidal tendent ic symptoms, severe
mood disorders, mania (extremel elevated and excitable mood),
n:hlmphmnla (a disorder that a person's ability to think,
feel and behave clearly), psychopathic/borderline personali
disorder (a menw disorder characterised by unstable m:
behaviour and relallon#m;m h A
uxpununcu psydﬂhc symptoms such as seeing or feeling things
that are not really there (haliucinations)
already hm or start to experience aggressive behaviour
experience any suicidal or iour
already have or start to experience hard-to-control, repeated
twitching of any parts of the body or you repeat sounds and
words, or if any other family members suffer from tics
. hmbeengiﬁ&wmmmymrmofbw disorder (see Do
not take M LA)
* experience siower weight gain and slightly siower growth when
using Mi EI'HVCN’ LA for a long time.

|s uwmat memmWh nmwrd i
el ave a rug or
aloohol abuse. M lrwil be given to you or your child only
under close medical supervision and after a proper is.
METHYCAP LA is not indicated for use in children under the age
of 6 years.
Other medicines and METHYCAP LA
heaithcare provider if you are nj any other
is includes complementary or traditional medicines).
Do not take METHYCAP LA if you are taking:
. a modn:lne called a monoamine oxidase inhibitor (MADI), used
W lon or have taken an MAOI in the last 2 weeks.
Takmg an MAOI with METHYCAP LA may cause a sudden

Always tell
mmne

increase in your blood pressure.
mspamlanyinpommmatyoutnllmurdmxorphmmw:m
yuuor ur child are taking any of the following medicines:

mdtommgh blood ptmum
. metieim masebloudp
tricyclic aﬂnoprwa used o treat depression)

. medchesthnt influence tne Iml ine in the body

(dopammerglc medicines used to treat Parkinson's disease or

. wmln( ulant used to prevent blood clots)

* alpha-2 a;ﬁ\msts e.9. clonidine and dexmedetomidine (used to
treat high blood pressure)

* some anticonvulsants (used to treat seizures e.q. phenobarbital,

phenymm. nmldone
p %elevelolsemuuﬁlnu\ebody

&ou to have an operation, tell the doctor that you are

LA. You should not take METHYCAP LA on the
day of your operation if a certain type of anaesthetic s used.
This is because there is 2 chance of a sudden rise in blood
pressure during the operation.

This medicine may give a positive result when testing for drug use.

This includes mm&)' used in sport.

METHYCAP LA with food and drink

METHYCAP LA can be taken with or without food.

Do not drink alcohol while taking this medicine. Alcohol may make

the side effects of this medicine worse. Alcohol can also the

mallrmfmemule contents causing accelerated release, rather
release. oflEnNCAPuwhlchcouldloadtommy

Pregnancy, breastfeeding and ferti
Hywmprmmorbreamwlngmmb{ , think you may
be pregnant or are ptanning to have a baby, please consult your
doctnr Hharmwst or other heaithcare provid erforadvnce before

Dom:lthkeME HVWU\W

nant or breastfeeding
your baby (see Do not take M rm

Fertility
No human data on the effect of methylphenidate on fertility are
available.

Hand using machines

LA may cause dizziness, drowsiness, blurred vision,
hdluunatm or oﬂm central nervous system side effects, whlch
affect concentration. If you experience such mpwms.
drive or use machines, or do other activities that need quick

reactions.

numtmam ble to to what extent METHYCAP LA
may interfere with your daily activities. You should ensure that you
donatengagenmuabwoacummmamamofm
measure 10 vmthMETHYCAPLAaﬁm

METHYCAP LA contal
If you have been told doctor that you have an intolerance to
soyt: sugars, conm?ou%r before mng this medicine.

3. How to take METHYCAP LA
Donatshare meuldmpmu'l you with any other person

Awa) lAmﬂyasyuuermtoldyou You
shoudd\eckmmyourdocwurphammktlfyouueunm

Ynurdocwl will tell m ules to take. The usual
starting dose in p: mklnq LA for the first time
is 20 mg daily.

If you have previously been treated with an immediate release
medicine eontalnlng methylphenidate for ADHD, your doctor will
inform you of the relevant dosage to take.

Your doctor will monitor your progress and may increase your dose
at weekly intervals in 20 mg increments.

The highest recommended daily dose in adults is 80 mg.

Glltlnlndamuﬁ rsandnldlﬁ

The doctor will tell many capsules of METHYCAP LA

to give your child. mullmrﬂngdoselsZOmummu

gaud |ncraasoduntlan|mwanmmsmm Alower
at 10 mg may be recommended by your doctor. The

hlghwreeom total daily dose is 60 mg.

When and how to take METHYCAP LA
mmuomdﬂlylnﬂnmln with or without food.
Srlnllwthemuleasam not crush, chew or
divide the capsule or the contents.

If you or your child are umnmdluwamumule.
you can sprinkle the contents on a small amount of food, as

o carefully open the capsule and sprinkle the beads over a small
amount of soft food (e.g. applesauce)

« the food should not be warm because this could affect the
special properties of the beads

swallowed only
* (o not store any medicine/food mixture for future use.

instruction for the blister
EI'H;&P LA is available in peetable, child resistant blisters.
Please observe the following opening instruction for the blister:
1. Do not push the capsule out of the blister, as this will crush it.

2. Take the blister with the printed foil up and bend it backwards
along the perforated line, bend the biister in the opposite
direction and repeat several times. Tear along the cross-
perforation to pull off a single dose.

D dlE 4
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3. To take out the capsule carefully peel off the lidding foil, starting
in the comer indicated by the arrow and peel it back.
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Mywdonmwbemulywrdmmwmydeclduwnew

Ynudwtxmllmllwumlmwummmmwm
willlntDonmmmrneMeanybmnemIn {reatment
immediately can cause unwanted side effects. If inappropriately,
this medicine may become addictive. Treatment for ADHD varies in
m\‘&p nt to patient. The doctor may discontinue
periodically to see whether it is still needed.
If you have the impression that the effect of METHYCAP LA is too
strong or too weak, tell your doctor or pharmacist.

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

Symptoms of overdose may include:

* vomiting, agitation, tremors, hyperreflexia (overactive or
overresponsive bodily reflexes), muscle twitching, convuisions
(maybeulowedbyoom),ewnm( feeling or state of
intense excitement and happiness), confusion, tions,
delirium (a serious change in mental abilities),
flushing, he, fever, irregular hemheau hlgh blood

pressure, mydnasls (ﬁlawd pupils), dmn
memhrana |-brown urine which could be poslble signs
of abnormal brutdmm of muscles (rhabdomyolysis).

If you forget to take METHYCAP LA .

M LA capsules should not be taken too late in the morning
as it may mdwhmms;l‘::r If you miss your moming
dose, ur normal dose the dzyDonu"akoadoubb

dose to wlur\‘ommaﬂv
If you stop taki

If you sudd rydnptxkl od the ADHD symptom:
en ng this medicine, S m;
e egfecu ch as resdmwm a

come back or unwanted ?‘
ke G, Do Soppn §compietay Tk o ""“'am‘
each day, ing it cor y. your

before stopping IE‘I'I-NCAFDLA

4. Possible side effects

METHYCAP LA can have side effects.

Not all side effects reported for METHYCAP LA are included in this

leaflet. Should your general health worsen, or if you experience any
untoward effects while using METHYCAP LA, please consult your

healthcare provider for advice.

If any of the foll happens, stop using METHYCAP LA and tell
yaur doctor |mm%alyorpotnﬂluumnydupmnatwur

- swe!lmg 01 the hands, feet, ankles, face, lips, mouth or throat,
nmicauu difficulty in swallowing or breathing
* rash or itching

* fainting.

These are all very serious side effects. if you have them, youmay
have had a serious allergic reaction to METHYCAP LA. You may

need urgent medical attention or hospitalisation.

Tell your doctor immediately or go to the muany dopamm at
hospital if you mﬂce any of the fol

* uneven heartbeat (palpf )
personality, anxiety, restiessness, depression,
disorientation, abnormal mm
* excessive teeth grinding }Iblux
* thinking about or I'eellng ke killing yourself
« feeling, or hearing Ihlng that are not real, these are signs of
psychosis or hallucis

cessive and often i
. ﬂohumorpalnlnﬂnmannmmt as well as
light-headedness, abnormal heartbeat and anxiety

(symptug“ofahmmzck)
* severe head or confusion, weakness or paralysis of limbs
uiace, d)lfﬁcultyspemmofdismdmofbhodmin

. mmsvmlchywmmtmuaﬁmngm eyes,
head, neck, and nervous system -due to a temporary lack
of blood supply to the brain

* skin or purplish red patches (sign of erythema

* skin bllm or itching (sign of exfoliative dermatitis)

. phn i\oe;! erection, causing discomfort of the penis (sign of
priapism

* decrease in number of blood cells (rod cells white cells and
platelets) which can make you more likely to get infections, and
mkeyoubieedmdbru more miy rombocytopenia)

fatigue, weakness, dizziness, trouble breathing, fast heartbeat,

fever pale skin, purple or red spots on the skin, rash, easy
brumng and abnormal bludmgw ncytopenia).

Mlle ml‘;lra all serious side effects. You may need urgent medical

a

Telmmmntyounouceanyofmemm

Frequent side
* sore throat am runny nose
* decre:

" of ughter o m"”“‘""“"""”“ ity sl bohaio
[aughter o aggression, initabi aviour,
ﬂ sex drive, p: glgtack. stress, anxiety, restiessness, sleep

dlmruer aglullm
* uncontrolied, involuntary muscle movement. tremors, headache,
drowsiness, dizziness, restiessness or an inability to sit still,
sleepiness
* high blood prmura coldness of hands and feet
* cough, pain in your throat, difficulty breathing
* nausea, dry , stomach pain and discomfort, diarrhoea,
vomMn Indl estlon tooth:
fever, hair loss, excessive sweating
. }olnt pain, melln and stiffness
. feeli;[nt immy, M!‘ thirst, growth retardation, fatigue
0ss, Mpmumandhemmmm(nmmd)

Less frequent side effects:

* stomach flu

* anaemia, easy bruising, bleeding and pinpoint-sized reddish-
purple spots on the lower legs, abnormal blood test results,
a problem with the blood-forming stem cells in the bone
marrow (symptoms include fatigue, weakness, dizziness,
trouble breathing, fast hembmt. fever, pale skin, purple or red
spmson the skin, rash, easy bruising, and abnormal bleeding)

Wﬁd appeﬁte) reduwd weight and height gain during
use in chi
Rypemcﬁvlu anger, 'emfulm mood swings, apathy, tension,
isorientation, repetitive behaviour, over-focusing, sex drive
dlmmgr abuse, and dependence
. wmporlry muscle weakness, sedation, movement disorder,
m\ent loss of skin sensation or other functions of
Mﬁ, 10 a temporary fack of blood supply to the brain
ischaemic neuro

ical deficit)
lurred vision, difficulties in | accommodation, dilated
gl:plls. visual disturbances

« chest pain
« inflammation and/or blocking of central nervous system arteries,
w!d hanﬂs and feet, fingers and toes feeling numb, m\glmg
colour (fmm white to blue, then red) when cold
(Raynaud s%ammenon

. umrmnl liver funcﬁnn Indudlng liver coma
bmlsmg pinpoint-sized reddish-purple spots
nlm swallhn under the skin, itchy, hive-
gl;e wen: or ﬂu d— Ied hlmer: peellng skin, sxin rash with red
mps on a fi
. rnusdemps, musdebﬂmw muscle twitching, muscle

. m in urine

* breast enlargement in males

* decrease in number of blood cells (red cells, white cells and
platelets), blood test for alkaline phosphatase increased, heart
murmr, liver enzyme increased (as per blood test).

* double vision

 abnormal heartbeats

« swelling of face and throat, redness of the skin, large red
:::::fmunhmnapmnmvnmmafcwmwmmﬂn

o continence of bladder
. :‘rectle ysfuﬂ.' coniesh
* chest discomfort, extreme fever.

nmnobu any side effects ar& mentioned in this leaflet, please

yourdoctnror
Msmmu 0 mw?mlnam
\bumalsor;mnsldam 10 SAHPRA via the Med Safety APP
. SAHPRA) e and eReporting platform (who-ume.org)
ind on
reporting side effects, yuucanhelp provide more information
on the oﬂEHNWI.AYhuunalwmdanemalldlmw
totneeompany.plwmwvlg e@pharmadynamics.co.
ensure safety of
5. How to store METHYCAP LA

Store all medicines out of reach of children.

Store at or below 30 °C and protect from moisture.
Keep biisters in carton until required for use.

Do not use after the
Retumn

acist.
Do not dispose of unused medicine in drains or sewerage systems
(e.0. toilets).
G.GmmdﬂnplcklMoMImm
m-;c'gv nwuiom mmyl henidate hydrochloride, 10
] is Ipheni o A
20 mg, 30 mg and 40 mg respectively. e
The other ingredients are:
Ami m'm
Imonio mi copolymer, m
mahauyhte copolymer, povidone sugar
starch), talc, riethyl citrate
m mzmmnm}mmm
m* lmmum(iox ide, yellow iron oxide

Hard gelatin capsule size 2
Gelatin, titanium dioxide @omay:

ic acid-methyl
eres (sucrose and

Red printing ink

Potassium hydroxide, pmpy!a\equcol red iron oxide, shellac
alaze strong ammonia solution

METHYCAP LA looks like and contents of the pack
METHYCAPIOmlAHardgelaﬁlwulzslmz with a dark
w{u wm-aus'
redlnﬂ lhecapand'Mm'E Inkonmebmyoo
white and whitish pellets, length: 18 mm.
METHYCAP 20 myg LA: Hard Muosululuz white

ntedwhh'liU " in red ink on the cap and “M2 'In

rad ink on the body, containing white and whitish pellets. Capsule

18 mm.
E‘mmso LA: Hard getatin capsule size 2, ivory opaque
capsule, im| n&wm\'Rummdlnkonmupw% in
Iracl n(?g & body, containing white and whitish pellets. Capsule
ength: 18 mm.

40 mg LA: Hard getatin capsule size 1, dark yellow
opaque, imprinted with “RUB" in red ink on the cap and “M40" in
Imnn: on the body, containing white and whitish pellets. Capsule
1
Peelable dild-raus?am blisters (Aclar/PVC/APET) cross-
Efomnd. packed inside an outer carton.

h pack contains 30 capsules.
Holdu of Certificate of Registration
Pharma Dynamics m
I'Hoor Gmgevina Steenberg Office Park

Cape Ttwm South Africa
Tol: + 27 21 707 7000
or (742

This leaflet was last revised in
July 2025

ETNEAR 10 ma L&
METHYCAP 10 mg LA: A57/1.2/0792

(suotonergc medlcmss. for example those used to treat * uncontrolied speech and body movemems (Tourette’s), fits The following side effects have been reported but the frequency for ~ METHYCAP 20 mg LA: A57/1. 2/0793
depression, like sertraline and venl ). (seizures, epilepsy), fast heartbeat, chest pain, them to occur is not known: ETHYCAP 30 mg LA: AS7/1.
meomullahle Mm:hlnn md]arklng (sign of dy!metla) * nosebleeds METHYCAP 40 mg LA: AS7/1. 2/0795
. mnruﬂm thou Idsmrbances hckotfee#goremut%\f h(.'l a )d namics
. ne, convulsions/fits, inflammation and/or blocking rm () |
A5872 central nervous system arieries P ( Y
PASIENTINLIGTINGSBLAD Waarskuwings en mmmﬁk Indien u ‘n operasie moet onoergam vertel dne dokter datu 2. Neem die :tuwouk sodat dle gednlcte foelie op * gemoedsveranderinge/buierigheid, voel . dwbehnsue
Neem wualo w et M LA indien u, of u kind: neem. U moet nie METHY ngeu dag van wys. en buig agte perforeerde ryn ulg dle oi)qmondo ooraktief en uﬂJundlg gmam? dlsunerrtasw * abnormale hartkiop
SKEI)I.I.ERIIGSI'ATI.IS * onvel ang ksie tydens behandeli u opemie neem, indien ‘n sekere tipe narkaseml | gebruik Ipstmok teennornmelde rigting en herhaal hiperwaaksaam vem% o swell v‘ry‘van die esig en keel, rooiheid van die vel, gooL
ondervln dit oe vlr ] klndsrs en volwassenes). Dlt word nie. ‘n paar keer. SRMI langs die kruis-perforasie om ‘n enkel smmnos in denke, uitermatig en dikwels nnsamehangenu ke op die vel wat verskyn binne ‘n paar uur nadat
IETIIYcAPmmgLAgmhdmmllnn harde kapsules pynlik wees 0op el I{eﬂﬁbmko Dnhomdatdaar 'n moontlikheid bestaan vir ‘n skielike dosering af te trek. mk.dtaveelwuo dlo medlsyne geneem is
METHYCAP 20 mg LA gewysigdevrystelling M lupuhs beh\gnk omu dokler onmiddellik te kontak, indien u erelue verhoging in bloeddruk tydens die operame - - . eid of ||:vyn in die bors, nek, n&oﬂ arms, asool
METHYCAP 30 mg u gmy:indmyulll vir langer as 2 uur duur, veral indien dit pynl lik is Hierdie medi lewer. wannee! | no. |¢1ootd|ghe|d abnormale hartklop en mgshgheld . mknnhnensle verlies van blaasbeheer)
METHYCAP 40 duryulllnn hlm Iupuln  ‘n kombinasie van die ende slm me ervaar: Iazr e M’Y"gm wom o slutt ranaer o Mer rtaanval) o erektiele nksie
NS A v A P e e e -' g7 m:{m;gmmwam% i
LA saam Induen u enige newe-effekte opmerk, wat nie in hierdie
sukrose: 10 7 mg; 20 1 onwillekeurige liog: 008 harttem| METHYCAP LA kan saam m dsondet eneem word. versteurings ig
¢ 30 mg: 1 msg.' mg: mg ondmkolddlk) bioeddruk :r? sweet, unreol atn%e hamdop. tydelike (g -4 isyne neem nie. . wnertms?ﬁas wat u nie kan beheer nie mat u m m""‘" genoem word e, I lig asseblief u dokter of

llu N'\ﬂl hele I"lm Eﬂaﬂ deeglik deur, voordat u

u hnerdle nhgungsblad Dit mag nodig wees vir u om dit
. Imien u verderevraehetmmehliefudolaerofuaptekar

ndige of ander gesondheidsor

m LAls vir u persoonlik u% en u moet nieu

medisyne met ander mense deel nie.

vir hulle, selfs al is hulle simptome dlmmle zs u e|e
Inhoud van hierdie inligtingsblad
1. Wat METHYCAP LA is en waarvoor dit gebruik word
2. Wat u nodi hetomuwoot vootdatu ETHYCAP LA neem
3. Hoe om LAte
4. Moontiike newe-
5. Hoe om CAP LA
6. Verpakkingsinhoud en ander inligting
1.W|1IIETIm:API.Ahmwndet bruik word
M LA verbeter die aktiwiteit van seker onaktiewe

eltes van die brein. Die medisyne kan help om aandag
nirasievermoe te verbeter el

aandagsomvang) en konse

Imwu ede, te verminder.

Aword gebrulk vir aandaggelxe

hiperaktiwite lrs ouer 23 6 aar,
akook o asook d volwmms Aﬁls wat tydens hul kinderjare

éé

AGHS is‘n medlm toestand, waar die kind of volwassene dit
moeilik vind om aandag te skenk en te by op meeste

wat aan hulle peggje word. Hulle' is ook geneig om baie
rond te beweeg en is baie woelig (maak onnodige ophef).

METHYCAP LA word slegs deur ‘n spesialis voormf
ragsteurings. Die spesialis sal ook u verdere dau
%u De'g ugersoekwmﬂ benodlg Indien u ‘n

volwammssn nie voorheen del was nie, sal die

5o RS ply et Batandaimospromanme ! ot
indeli me i

2asook me o help omm?w rug:u %

2, Wﬂunodlghﬂomhwutmﬂatullmﬂwu

. Inden u h &m nslﬂﬂ (allergies ) Is vir
| oned of vir enige van die ander
IETHYCAP LA nie (sien afdeling 6)
. Imien u aan an nhe ning of agmsle Iy nie

mf&‘m":g{‘mwummm) of Imﬁlnﬁqem'ﬁnllelh

aan Tourette se sindrool
indien u ‘'n sledklnsrprohlmn net nie
indien u ee:tespemdheldsprobleme £Vaar $00S:

0‘n i robleem
psgggatl nkeofvgbservw of nslel«:ﬁ

vm skisafrenie” genoem word, (e kens van
emoedsprobleem, S00S “n gevoel om nelfmoom
leen erge dep ressie (waar u baie hartseer, waardeloos
hopeloos voon manie (waar u opge 2, ooraktief,
""""“J‘;ﬁ,
indien u oogde oogdmk het nie (gloukoom)
indien u ‘n oowasaanu adrenale Klier het nie
feochromosi

indien u ooit hanp’mblemo, 5008 ‘n hartaanval, onreélmatige
, hartversaking

hmmg&ewn en ongemak in dw bo
hartsiekte genad het, of ‘n hartpfobleem i het nie
indien u baje hoé bloeddruk vermoul hel n e

wat pyn In die arms en bene kan ve
rnetbloodvatolnubmln.soos ‘n beroerte,

me ing en verlwakxlnu van ‘n gedeelte n bloedvat

{aneurisme), bloedvate wat vemouofversper is, of

nnﬂammasle van die bloedvate (vaskulitis), het nie

indien u ‘n medisyne, wat “mono-am| dase inhibitor"
em word en vir depressie gebruik word neem, of

n tydens die vorige 2 weke geneem het nie

« indien u swanger is, of u baba borsvoed nie

Moet nie METHYCAP LA neem, indien em‘?:'van booenoem
van toepassing is nie. Indien u onsel is, praat m
M%EFNYW voordat u METHYCAP LA neem. Dit B orndm
vererger.

LA hierdie pmblm mag

A5872

hloeddruk. dnisellmeld uitermal blosvorming
sple ltthq spierprobleme (bv " eid,

rrul | msrefiekse,
wau*oiininasne), aanvalle/stui inale
problumo (naanwld hvaklng |arm terwyl u METHYCAP

m met medisyne wat die seroton in die liggaam
ver'no% neem (sommnnrglm medisyne bv. die wat gebruik
word vir depressie, soos sertralien en venlafaksien). &aak
die behandeling met METHYCAP LA en medisyne wat die
serotnnnhrl\:lak in die liggaam verhoog en raadpleeg u dokter

onmiddel

indien u denis van dwelm-, of alkoholmisbruik het
Indien u % p&oggllopsle kom\lsiesa( valle gehad het
nsie

indi druk het (hi
indien u hartafwykings
en'ghteit) of enige uner(ﬁvudlge. of vndga

h
Inﬁ?nu evermrhgvmdlebbedmavandebran

het, of g et bv. verswakking van bloedaneurisme,
beroerte, mﬂamnm van bloedvate (vaskulitis) - smptnmo
van vaskulitis siuit erge g evoelloosheid, swakheid,
Q’""“m ing en belummunng van inasie, sig, spraak,
e Ry

. digh kH

veroorsaak ta’kule manie). U
sou aanoedul hul indien u hieraan

Indlen u aan dep , anorexia nel ‘anoreksiese
versteurings (‘n eemeunng vraar mense obsessief is omtrent
réule gewig en wat hulle ael) selfmoordn i s psuoneso

&, ¢ e
m Menl vetsmrlng wat
g:' ) n%wm Iderrt,eoéiqli.hvoelanopm(m
, la rensiyn nlikheidsteuring (‘n
pﬁedps e en'v‘gr‘t':aq 08) pem deur iele
Indlsn u psigotiese sinptnmo 500s om dinge te slan of hoor
wat nie reglig teenwoordig is, ervaar (hallusinasies)
mmenu s, otbegm om a weweweoplredeww
indien u enige selfmoord of optrede,
indien u alreeds, of begm om mnelllk heheerbare hemaalde

trekkings van enige gedeelte van ervaar, of u
klarl(e Me mmu of Indlon an e vanu famlllelede

. |nd|en u ?odlamur |?‘ MEITIY ew vorm van bipolére
I’r‘ldlsn u MLIR wwiu optel en stadlw g , wanneer

n lang tydperk geneem word.
Daar is be

dat mraslénte met AGHS verslaaf mag raak aan
METHYCAP pasiénte wie ‘n geskiedenis van dwelm-,
of alkoholmisbruik het. METHYCAP
Emrd onder noukeurige mediese toesig en na ‘n behoorli
iagnose.

seee
=. —
=1
@
3
=

salaznuo(uklmkgsegee

METHYCAP LA word nie aangedui vir gebruik deur kinders
jonger as 6 jaar oud nie. o

i Lo T N~
i ni
meduyarlnm neem (Dlt sluit mvulrl:tm lrﬂ tradslgn.e Ig;\edkyne in).

Moe& nie METHYCAP LA gebruik, indien u die volgende neem

o n medisyne wat ‘n mono-amienoksidase lmlmb;mo
ga noem word en gebruik word om depressie te
of ‘n MAO! in die vonoo 2 weke geneem het mu llo gebrmk
van ‘n MAQI saam met METHYCAP LA mag ‘n skiel
verhoging in u bloeddruk veroorsaak.

Dit is veral belangrik dat u die dokter of autoknr vertel, indien u

of ukind anigo van die volgende medi
* medisyne wat wat gebmlk word om hoé Ioeddmk te behandel

Iese antidepressante emA (aebruik om depressie te
. me(isyne wat die dopamienviak in die liggaam beinvioed
(dopamine iese me gam e wat km om Parkinson
siekte, del bv. halopendo
iddel wat gebruik word om
. alpha -2 agoniste bv. klonidien en deksmedetomidien
te behandel

(gebruik om hoé bioedau
* sommige teenstuipwekkers (gebruik om aanvalle te
behandel bv. ital, o nlmoon vaeh
id ITIQ(BVHQ suvtomuwlak II'I e liggaam
(wotonemlese msdlsy byvoorbeeld watoebruﬁ‘l’?wovd
m depressie te benandel, s00s sertralien en venlafaksien).

lkionte

Moet nie alkohol gabrui( terwyl u hierdie
Nkohol edisyne, vererger.
mag ook die wukkmg de Iapsuulmmud aantas

en vinn v&mlll in van vrystellin
&P o mag | eig
Indmn u sr is u
3' Ian madp Ile‘l u dnmr
amEkﬁ"m ander omnd vir advies, voordat

Moet ni METHVCAPLAMM indien u swangeris of u baba
bomoed i (sien Moet nie METHYCAP LA neem).

Fertiliteit
Geen menslike data van die effek van metielfenidaat op
fertiliteit, is beskikbaa

I nig.
Bestuur en die hanteril
METHYCAP lA mag duise ngw Iomengheld waslge il
haluslnasle of ander effe sentrale se elsel,
einvioed k
pmmeetvmr moetnle bestuur, of masjiene hanteer, of by
emge ander aktiwiteite betrokke mk vm vinnige reaksies

benodig nie.
Dlt is n?e moontlik om te voorspel, tot watter mate
ETHYCAP [A met u daaglikse aktiwiteite nmsmu moet
mde aktiwiteite b

vemlwrdatunie bo&:l
totdat u bewus is mate METHYCAP LA u aantas nie.

METHYCAP LA bevat sukrose
Indien u dokw aangedui het, dat u ‘n onverdraagsaamheid

teenoor sommige suikers toon, kontak u dokter voordat u

hierdie medikasie neem.

Mo'gtnlm edisyne wat u kryf is, met enige and
n s, m en| er

persoon dee e, Gabruk MEIHV% oS 3008

deur u dokier word. U moet u dol rutaptnku

aanbeveel
raadpleeg, indien u onseker is.

Volwassenes
U dokter sal aandui hoeveel kapsdu om te neem. Die gewone
aanvan 0sis vir snten ETHVCAPLAVI die eerste

ruik, is 2
nd wn u voorheen “;? -werkende medisyne wat
metielfenidaat bevat, vir AGHS behandel wias, sal u dokter u
|m£'((uuumnl die dosis wat

rsal uvorderinnmg.fg”en mag u dosis met 20 mg
kse tussenposes, verhoog.
Duehoogsteambevole doslswvolwamesswmg

Bl G s vt nocves METHICAS fapos o

ei?u kind I;e“geue Die o MM

keer d Iitx. wat leidelik ve: word, totdat mﬁﬂm

op! aanvangsdosl: van 10 mg, mag deu!

u‘ gaml:e word. Die hoogste algehele daaglikse dosns

aneu om METHYCAP LA te neem
CAPLAeenkeerd Iuksmﬁeogg

matofsundsr die kapsule heel, met mmrMoetnn

verkrummel, kou, of dle kapsuulinhoud halveer nie.

Indien u of u kind, nie instaat is om dieLETHYCAPLAkamuIe
to sluk ||1|9 sprinkel die inhoud op ‘n kiein hoeveelheid kos,

. maak die kapsule vemg’ag oop en spnnkel die korreltjies op
‘n Klein gedeelte van
« die kos moet nie wann nieaanqmiend die spesiale
Sk B 0 ey NoAOnSE Jadelh i
* sluk al di medisyne/lmsmengsal adelik in
* die sagte er%gsel moet nie gekou word nie, dit moet
. \Erllf)g!‘ %esg:iovem medlsyne/knsmenmel bewaar vir
tookomhos

ety
METHVCAP I.A Is besklkbaar in peuterbestande
psuoke Sien die volgende instruksies ( o die stulpstrook

maak:
1. gnoel nie die kapsule uit die stulpstrook druk nie, dit sal die
kapsule breek.

3. Om die kapsule uit te haal, trek bedekkings-foelie versigtig
af. Begin by die hoek, Soos deur die pyluné-aangedul en |rek
die foelie weg.

P

/4

hdlm u nle beter voel nie vemsl u dokter. Hulle mag besluit of
iewe behandeling "0

U dokter sal u vertel vir hoe Iank u belmdeing met
METHYCAP LA

sal duur. Moet nie behandeling vroegtydi
nle aangwen onmiddellike onwekklng ongq e neae-

o i DRI GEDRK WORA . S

lel Indlen nie behoorlik gebmlkword nie. deling

vir AGHS wissel in duu van pasiént tot paslént Die doktet

mag 3 METHYCAP LA onttrek, om te bepaal of dit

Indien u onder die lmluk is dat die effek van METHYCAP LAté
sterk, of & swak s, vertel udomiofamam

Indien u meer METHYCAP LA

In die eval van oordosering, raadplee?zk dokter of
Indien beide nie beskikbaar is nie, die naaste
of gifoeheersentrum.

Slmmome van oomosel'ng. mag die volgmdwsluit

enn van li sreﬂekse) iertrekking,
mag dsur n koma gsvoly wor:g

n 1 Ius i

g mmasa daIMm(nmmqgﬁvemmmg

imatige hartklop, midriase (vetwyde puélle) droé
‘n

agmvlmembm en rooi-bruin urine, wat
normale splembraak mag waes (mbdomio ise).

o1noo

METHYCAP ﬂ psulec moet nie te Iaat in dle oggend geneem
word nie, aani;esuen dit staapsteurnisse mag verool Indien
u de is oorgeslaan

e dag. Moet nie ‘n dubl

neem u gewone dosis, die
dle vergete, individuele doserings nie.

josis neem om op te maak vir
Indien u die ?(ahrulkvm METHYCAP LA mak
Indien u skielik hierdie medisyne mak. mag HS
si mptome terukgmor en ol %unsﬂgo ressle,

r mag die eelheid metisyne wat uel
dag neem, geleldellk verminder, voordat dit onnmk
wiord. Praal e;mdlgmr voordat u die gebmlk van

4. Moontlike
METHYCAP LA kan nuwu-umkto hé.
Nie alle newe-effekte wat vir METHYCAP LA aangemeld is,
vmi |n herdle |n||u1mshlad ingesluit nie. Sou u mene
e ve indien u enioe ongunstige
agw ik, raadpleeg aaebllef u
guomnoldmgversleﬂer vir advies.
Indien enige van dlo volgende gebeur, staak die gebrui
M| LA u dokter lddellik of gaan na dle

ongevalle- naasto

. swellhu van a‘ghands voete, enkels gssiq(lbpo mond, of
keel, wat sluk en asemhaling mag bemoe

L o

Hlemn is alles baie emstige newe-effekte. Indien u dit
ondervind, kon u ‘n emsﬂ e allergiese reaksie teenoor

ETHYCAP LA mag dringende mediese aandag of
nosmallsam bamdla el N
Vertel u dokter onmmdolllk ofgaan na die ongevalle-afdeling
by u I:ul "'”"% ndie I u enige van die volgende opmerk:
o monikf?:idmmdeﬂ an( id, rusteloosheid,
xprasle disoriéntasie age m&

* uitermatige tandkn (bnllwn )
* selfmool

* voel, of hoor dmge wat onwerldlk is (hierdie is tekens van
mm.ofha asies)
sindroom), dulpe (mvaﬁgaakonvulsle%e&llewe) vnnﬂ‘l&eI
{tekens van diskinesie)

nek, liggaam en senuweestelse
tekonaan bloodvoorsl ‘qnadeb
velafddMeri 9. of pers-rool viekke (tekens van erythema

velblase of gejeuk (teken van eksfoliatiewe dermatitis)
langdurige emksie wat ongemak van die penis veroorsaak

(teken me)

afname in Sll: hoeveelheid bloedselle (rooibloedselle,
witbloedselle en plaatjies), wat u meer gen ig tot
infeksies en u makiiker [aat bloei en kneus (trombositopenie)
uitputting, swakheid, duisell?\eld, moeilike mrmlhg,
vinnige amdop,koas,bl vel, pers of rooi kolletjies op
die vel, uitsiag, maklike kneuﬂng en abnormale bloedlnn

(pansitopenie]
Hierdie is alles emnstige newe-effekte. U mag dringende
mediese aandag benodig.

o

Vertel u dokter indien u enige van die volgende opmerk:
Newe-effekte wat dikwels voorkom:
* seer keel en Inopneus
: e Id insomnie (slaaploosheld) anheheenie
ing, aggressie, prikkelbaarhei

, paniekaanva | stres,
e
neu dd"g:lmld of A omvertiog g i te

. % hbougruk koue hande en voete
pyninu moelllke asemhaling
. naarﬁem amé mond, maagpyn en ongemd( diarree,

braking, s%wm
. ultslaa Fe]euk urtikarie, koors, ham‘emes, uitermatige

o qewﬂoswn swell
swigsvmles. veﬂnglng in h:msd”‘mrma‘&;n”“f‘”“’“"
ﬁ

Minder uqemene newe-effekte:

anen% maklike kneusing, hhedlng en speldpunt-
gruotta , 1o0i-pers kolletjies op die onderbene, abnormale
loedtoetsresultate, 'n probleem met die bloedvormende
stamselle in die beenmurg (simptome sluit uitputting,
swakh uaollijmd moeilike asemhaling, vinni
artilop, koors, bleek vel, pers of rooi kolletlies op die
g umla? maklike kneusing en abnormale bloeding, in)

ahg\m eetlus), u:gar:;(e in gewig en lengte by
Wimmmn , misbruik en andknad
tydelike spiersw: ,sed i .bew hqsvemwmg.

ander Ilmmﬂun&la Weens 1 tyaelie ekort van
bI aan die brein (om! iskemiese

rol
::slge sig, moeilike sigaanpassing, verwyde pupille,

borspyn

mﬂammasle en/of varspemnu van die sentrale
senuweestelsel es, koue hande en voete gevoellose
% en tone, ﬁnteling en kleurveranderi (vmar wit

Iou en dan rooi), wanneer dit koud is (Raynaud se

hardlwn
a?s lewerfunksie, insiuitend lewerkoma
maklike kneusing, bioeding en speld ntgrootte rooi-pers
kollamu or die , pyniike mllln onder die vel,
d, urtikarie-tipe swelsels, of vioeistofgevulde
ase, atskllf nde vel, veluitsiag met rooi knoppe, op 'n
plat, ool velviek
sflemampe spierstytheid, spiertrekkings, spierpyn
* bloed in die urine

van borste
. votmmda?mg in die hol:yvee Iheid bloedselle (rooibloedselle,
mloedsalle en plaatjles) bloedtoets vir alkaliese fosfatase

rensiem verhoging (soos deur ‘n
bloeu% mé& ui). ¢

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

* neusbloedi

ing
* delusies, versteurings in denke, tekort aan gevoel of
o migraine, konvulsies/stui mﬂammasle en/of vers
vau?saarmlo senumemﬁ! pemng

Aanmelding van newe-effekte

Indien u newe-eﬂekta ervaar, praat met u dokter, ggtf

verplgkundige U kan ook fewe- eﬂe H%SAH via dle

W toepassing (Med:

ﬁlanmm ho-':l”n?g .0rg), wat 0p PRA se webtulste gevlnd

U kan help om meu inligting aangaande die veili hald
van METHYCAP LA gmgde ewe-effekte aan g

msld U kan ook ‘n o-posdlrokaandla maal kap%{

pharm Iance@phan'naﬂyna ics.co.za, om die vellgheid

van die medisyne te .

5. Hoe om METHYCAP LA te bewaar

Bewaar alle medisyne buite die bereik van kinders.

Bewwwenof benede 30 °C en beskerm teen v
0 sg(anﬂrolw in die kartonhouer, totdat dit benodig word

vi

Moegt nie g;giul( na die vervaldatum wat op die kartonhouer

aangedul

Neegn alle on( ebruikte medisyne na u apteker terug.

Moet nie ongebruikte medisyne in afvoerpype of ricolstelsels
(Dv toilette), weggooi nie.

Iddnﬁhhwd en ander inligting

Dlo aktiewe bestanddeel is malfwdaamlmhlmsd 10 mg,
20 mg, 30 mg en 40 mg onderskeidell

Die ander bestanddele is:
Ammonio-metakrilaat ko-polimeer, metkrielsuur-

metielmetakrilaat ko-polimeer, povidoon, suikersfere (sukrose
en mieliestysel), talkum, frietielsitraat.

mmhwwtb

glaben geel ysteroksied, h{aan
Gelah'en, mazndl%led z m i

Rool drukkersink
Kaliumhidroksied, propil
verg Ianse sterk ammoni

amwmg)mhmb

gllknd muy:hemksled skellak

Hoe METHYCAP LA lyk en die kld
gdr.uvw 1om K 3:';#3:@”? groatte 2,
o "m"” "%"ﬁnminkoguu uurwnﬂe 10°

m T00i mk op die Ilggaam Bem witen wmenge

N D 08 e e iaten rootte 2,
\asee, goatut ot RS 150

, wit
ondwmotm; in rooi ink op die
Ieen 20 Inmo?lo&wmell vmp
IuLkeﬂm van dle le: 18 m

E k?au nroom 2, Ivoor,

ondeursl ka,psule gedruk met “RUB" in rooi ink op die

doggiu en “M30" in rool ink op die li wit

e korreltjies. Lengte van die lé: 18 mm.

METH‘?CAPwmngHam elatien le grootte 1,

donkergeel, o k mst UB" in rooi ink’

die doppie en “MAO' m i'lk op die igﬁaan Bevat wit en

witterige korreltjies. Lengte van die kapsul

Amkbm suterbastmdo stulpstroke (Adar/PVCIAJIPEr)
vefpak in 'n buitenste kartonhou

Elke kzrgae houer bevat 30 kapsules

Eienaar van die lllgnbhdmmﬂhat

I”Vloerncy%ne House, %g(enbem Office Park

Westlake, 7945

Kaapstad, Suid-Afrika

Tel: + 27 21 707 7000

of 0860-PHARMA (742 762)

Hisrdie nligtingsblad was voorheen hersien

MﬂHVCAP 10mg LAA57/1 2/0792
ETHYGAP 20 g LA: A57/1.2/079:
ETHYCAP 30 mg LA: 7Il 2/0794

M
METHYCAP 40 mg LA: A57/1.2/0795

pharma (s) dynamics





