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Explore our Ritalin® LA and 10 information to discover how you can help your
ADHD patients
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Methylphenidate or dexamfetamine or lisdexamfetamine should be offered
as the first-line pharmacological treatment for people with ADHD, where
ADHD symptoms are causing significant impairment.’

Medication choice - children and adolescents (aged 5 to 17 years) adults
(aged 18 years and above).

Reference: 1. Australasian ADHD Professionals Association. 2022

Efficacy



Help your ADHD patients start the day well

The early peak of Ritalin® LA Covers the start of the school or work day and second
peak prepares for the rest of the day.*’

This study was conducted in adults aged 21-34 years.
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Figure 1: Methylphenidate mean plasma levels after Ritalin LA 40 mg
OD and Ritalin IR 20 mg BD in adults '?

@ Ritalin® LA 40 mg
given once daily (n=17)

Ritalin® 20 mg
given twice daily (n=16)
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Methylphenidate in the classroom - the formulation matters

Comparative efficacy of Ritalin® LA (20 mg and 40 mg) and Concerta® (18 mg and
36 mgq) in children with ADHD in a five-way, randomised, placebo-controlled, single-
blind, crossover study conducted in a classroom setting.?

Methods

Children 6-12 years of age diagnosed with ADHD and stabilized on MPH (20-40
mg/day) participated in a five-way, randomised, placebo-controlled, single-blind,
crossover study conducted in a laboratory classroom setting. Children alternately
received single doses of extended-release MPH (Ritalin® LA) 20 and 40 mg, modified-
release MPH (Concerta®)18 and 36 mg, and placebo over 6 consecutive weeks.
Efficacy was assessed using SKAMP rating subscales and written math tests. Data
were examined using between-treatment comparisons of area under the curve (AUC)
for change from pre dose values during hours 0-4, 0-8, 8-12, and 0-12.

Results

o Fifty-three children completed the study

o For all efficacy measures, improvements from pre dose were significantly greater
with Ritalin® LA40 mg than with Concerta® 36 mg in terms of AUC,,(p =<
0.005), AUC, 4 (p = 0.006), and AUC,_,, (p = 0.035)

o For most measures, Ritalin LA® 20 mg was equivalent to both doses (18 mg and
36 mg) of Concerta® in AUC,, AUC,, andAUC,,,

o No serious adverse events were reported

Conclusions

o The efficacy of Ritalin LA20 mg is similar to that of Concerta® 18 and 36 mg
during the first 8 hours post dose.

o Statistically greater benefits are observed with Ritalin® LA 40 mg than with
Concerta® 36 mg and persist through hour 8 (p<0.001).



o Active treatments show comparable efficacy from 8 to 12 hours post dose.
o Both doses of each MPH formulation are well tolerated.
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Ritalin LA vs Concerta - Comparative efficacy (SKAMP-Attention)
and duration of effect?
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Ritalin® LA gets your ADHD patients quickly up to peak methylphenidate
(MPH) levels'*

SODAS® technology is based on the production of uniform beads with (1) core
granules or crystals, (2) a layer with the active ingredient, (3) and subsequent
coatings containing controlled release polymers and other excipients. Within the
gastrointestinal tract, polymers are gradually dissolved, creating pores in the outer
coating of the bead and allowing fluid to solubilise the layer of Ritalin® LA. This
process provides a second release of Ritalin® LA equivalent to that achieved with the
IRbeads.”>
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Figure 1: Ritalin LA formulation provides a
bimodal release of methylphenidate™*

50% immediate-release beads and 50% extended-release beads
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Dosage and Administration



Dose and method of administration: Children and adolescents (6 years and
over)

Ritalin® 10 mg Immediate Release Tablets

Start with 5 mg once or twice daily (e.g. at breakfast and at lunch) with gradual
increments of 5 or 10 mg weekly. The total daily dosage should be administered in
divided doses. In some children with ADHD, sleeplessness may occur as the effect of
the drug wears off. On rare occasions, an additional dose at about 8.00 p.m. may help;
a trial dose may help to clarify the issue in an individual case, if the symptom
warrants treatment.’

Ritalin® tablet



o The tablet is dividable
o The tablet can, if required, be used to prolong the effect of the treatment with
one capsule a day.
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Pack shot may be different to that currently available in the Australian market.

Titration
Ritalin® capsule for adults with ADHD
Dosing is individual

Recommended start dose is 20 mg, with possibility for dose titration per week until
wanted effect has been reached.
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60mg

40mg

20 mg

Week1 Week2 Week3 Week4

Ritalin® LA capsule contents can be sprinkled on food for easy
administration®

Sometimes, the simple act of swallowing a capsule or tablet can be a challenge for
both children and their carers.

Ritalin® LA capsules may be carefully opened and the beads sprinkled over a small
amount of cold soft food.

The mixture of Ritalin® LA and food should be consumed immediately in its entirety®

The soft food (e.g. apple sauce, jam, spread, yoghurt) should not be warm, as it may
affect the prolonged-release properties of the formulation. The drug and food mixture
should not be stored for future use. Ritalin® LA capsules and or their contents should
not be crushed, chewed, or divided.'
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Safety



Special Warnings and Precautions for Use

General Treatment with methylphenidate is not indicated in all cases of ADHD and
should be considered only after detailed history taking and evaluation of the patient.
The decision to prescribe methylphenidate should depend on the physician’s
assessment of the chronicity and severity of the symptoms and in paediatric patients,
the appropriateness to the child’s age. Prescription should not depend solely on the
presence of isolated behavioural characteristics. When the symptoms are associated
with acute stress reactions, treatment with methylphenidate is usually not indicated.*
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Adverse events with an incidence = 2% in all patients with Ritalin® LA in children
aplacebo-controlled randomised study’

Adverse event RitalinLA N=161 (%) Adverse event Ritalin LA N=161 (%)

Total 103(64.0) URTI 743)
Headache 26 (161 Vomiting 6(37)
Insomnia 17(10.6) Cough 5(31)
Upper abdominal pain 12(7.5) Dermatitis 5(31)
Anorexia 1(6.8) Earinfection 5(31)
Appetite, decreased 1(6.8) Nausea 5(31)
Nasopharyngitis 11(6.8) Jaint sprain 4(25)
Irritability 8(5.0) Pyrexia 4(25)
Lethargy 8(5.0)

Source Australian Pl. Adverse events, regardless of study drug relationship, reported in 2% or more subjects
A patient with multiple occurrences of an adverse event under one treatmeant is counted only oncein the category.
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Adverse events with anincidence = 2% in all patients with Ritalin® LA in children
aplacebo-controlled randomised study’

Number of patients with any adverse event 132 (42.0) 112(35.2)
Headache 37(11.8) 32(101)
Decreased appetite 30(96) 5(1.8)
Abdominal pain upper 15(4.8) 9(2.8)
Nasopharyngitis 13(41) 15(4.7)
Nausea 12(3.8) 4(1.3)
Vomiting 10(3.2) 4(1.3)
Insomnia 8(25) 4(1.3)
Upper respiratory tract infection 8(25) 8(2.5)
Dysmenorrhoea 7(2.2) 0
Cough 4(13) 3(09)
Abdominal pain 3010 3(09)

Adapted from Ritalin® XL UKPAR 2 * Safety population of controlled multiple-dose paediatric Ritalin® XL studies (D0007, DUS02, DDEOT), A patient with multiple occurrences of an aciverse event under one treatmentis counted
only oncein the categony.”
Ritalin XL (Novartis) is registered brand name for Ritalin LA (Novartis) in UK.
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Prescribers checklist for
initiating treatment of
paediatric patients with:

This checklist is designed to support youinthe
appropricite preschption of Ritalin 10 or Artige o Ritalin LA
toa child oged & years and above or anadolescant,
with attention-deficitfhypemcvity disorder (ADHD).
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Prescriber Checklist: Initiating Paediatric Treatment

This checklist is designed to support you in the appropriate prescription of Ritalin 10
or Artige or Ritalin LA to a child aged 6 years and above or an adolescent, with
attention-deficit/hyperactivity disorder (ADHD).
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Prescribers checklist for
monitoring ongoing therapy
in paediatric patients with:

This checklist is designed to support you in the monitoring
af angelng tharapy with Ritalin 10 or Artige of Ritalin L ina
child aged & years and above or an adolescent,
with attertior—defici/hyperacthity disorder e

s outined n the Froduct fosnotion o maone: dodo,
saciic concusant conditions may axclide the usa
of matyiphanidote (WMPH) or moy wosont porticuls
oftantion
and newopsychictic
mpoontiy:

"GUCFF'EI [ e el e el a el g te e b adl] s g
decrdas of  Symptoms

Bibod pmsaune ond puise should bo recarded ot
oo adusimant of dose ond fhan ot oot evary
& months.

HHCE, and DR shoubd
rocosdad ot leost § monthiy wih monenonce

of o growsh chart

gt bea )

Dovabpmant of do novwo of wosaening of poo-
oistng peychiotio disncdars should be monitionad
ot avary odustmant of dom and Than ot Dostowry
& months and ot awory visit,

Chidron o oddomonts who ane being considonad
for Frectmant with stmulont madeono should hove
o coraful history {noluding ossnssmant for o fomiy
history of suddon dooth or venisculor ashythamia)
and physionl axom to osses for fw presenco of
caxoo desom, ond should mosiae fusthor oondioc
ovaiuction i fndngs suggest suoh disoosa.

DEFIEN DENCE n.i-b+|. ond Artige shoud be ghan
couts P ; _"". _. y of dirug dejpandonc o
oralcafrolism. Chronic abuwsihe wse con laod tomseried
dogress of abnomaol behoviour. Fronk psychotic
opisodes oon ooour, sspacally with porennol obse.
Coreful supervision is roguired during with
from abusive use sinos sovene dopression Moy coour.
Withdrownl following chronio thoropoutic wse moy
unmask symptoms of the underdying disorder that
iy requine follow wp.

t s racommandad thot this chadlst bo used n
oonjunotion with the full PFroduct informotion for tha
noiresciunl product thot = boeng prasosiba

Plozsa usa this chadlst priar to your consultation Tha
oxmpitod ohackest oon
potant recands.

o cocumnantad within T

As you wark through the chacidist, | may oiso bo waiy
fior you to disouss the Comsumas Maodecne infoemoion
{cu) of tuo individuo] paoduct thot i baing prosodibad
wih your poent and thar pomnd(s) or guordion(s).

{1, NOVARTIS

Prescriber Checklist: Monitoring Ongoing Paediatric Treatment

This checklist is designed to support you in the monitoring of ongoing therapy with
Ritalin 10 or Artige or Ritalin LA in a child aged 6 years and above or an adolescent,
with attention-deficit/hyperactivity disorder (ADHD).
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Prescribers checklist
for initiating treatment
of adult patients with:

This checkiist is designed to support you inthe

appropriote presch ption of Ritalin 10 or Artige or
Ritalin LA in a potient aged 18 years or older, with
attentior-deficiyhyperactivity disorder (ADH o)
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Prescriber Checklist: Initiating Adult Treatment

This checklist is designed to support you in the appropriate prescription of Ritalin 10
or Artige or Ritalin LA in a patient aged 18 years or older, with attention-
deficit/hyperactivity disorder (ADHD).
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Prescribers checklist for
monitoring ongoing therapy
in adult patients with:

This chackiist i designed to support you inthe
manitoring of angoing thempy with Ritalin 10 or Artige
or Rtalln LA in o potient aged 18 years or older, with
atention-deficifhypemnctiity disorder (ADHD).
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Prescriber Checklist: Monitoring Ongoing Adult Treatment

This checklist is designed to support you in the monitoring of ongoing therapy with
Ritalin 10 or Artige or Ritalin LA in a patient aged 18 years or older, with attention-
deficit/hyperactivity disorder (ADHD).
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Ongoing monitoring during methylphenidate (MPH)! treatment

As outlined in the Product Information in more detall, growth, psychiatic and cardiovascular status should be regularly monitored
Blood pressure and heart rate should be recorded at each adjustment of dose and then at least every & months.
In children, haight, weight and appetite should be recorded ot least B-monthly with maintenance of a growth chart.
Development of de novo, of worsening of pre-existing, peychiotric disorders should be monitored at every adjustment of dose and then at least
avary B months and ot every visit

Patient name: Date of birth: Age: Gender:
Date of assessment
Reason of assassment

Blood pressura®

Heort rate*

Body walght (kg)*

Helght [cm)**

Appotite**

Peychiatic symptoms

"This checliit is designad to seppor you in #he manitaring of potiants with Aitaln 10 or Arkige 10 or @iolin 1A tractmant.
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o chidran, haight waight ond gopatits shauld ba racowmiad otlooet S-maonthly with mointanonce of o growth chart ) N OVA RTI S

Monitoring chart during methylphenidate (MPH)t treatment

Ongoing monitoring during methylphenidate (MPH)t treatment

PDF
Download
Image


https://www.pro.novartis.com/au-en/system/files/mnt/gfs/novartisonecms/sites/pro_novartis_com_au/files/2025-08/Ritalin%20EM%20Monitoring%20Chart%20%281%29.pdf

Once—daily
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Ritalin § Ritalin L
(methylphenidate)  (methylphenidate)

Imenecialn-rel sase tablets: 10mg

Answers tocommon

questions on your
treatment with

2024 Edition

For patients who are in transition from Ritalin 10
to Ritalin LA or are taking both products.

!/, NOVARTIS

Patient Guide to Ritalin 10 or Ritalin LA

This booklet is designed to address common questions your patients may have when
starting Ritalin 10 tablets or Ritalin LA (long-acting) capsules.
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