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Ontilyv (opikapons)

Ontilyv parskats un kapéc tas ir registrétas ES

Kas ir Ontilyv un kapeéc tas lieto?

Ontilyv ir zales, ko lieto pieauguSajiem Parkinsona slimibas - progreséjosu smadzenu darbibas
traucéjumu, kas izraisa trici, muskulu stivumu un Iénas kustibas, arstésanai.

Ontilyv tiek lietotas ka papildterapija pacientiem, kuriem ir kustibu spé€jas fluktuacijas, lietojot
Parkinsona slimibas kombinétas zales, kas satur levodopu un dopa-dekarboksilazes inhibitoru (DDKI).

Fluktuacijas rodas, kad zalu iedarbiba pavajinas un simptomi atkal paradas pirms nakamas devas. Tas
ir saistits ar levodopas iedarbibas mazinasanos. So motoro fluktuaciju laika pacients piedzivo péksnu
parslégSanos no samanas ar spéju kustéties uz “izslégtu stavokli” bez kustibam. Ontilyv tiek lietotas, ja
nav iespéjams arstét Sis fluktuacijas tikai ar standarta levodopu saturosam kombinacijam.

Sis zales ir tadas pasas ka Ongentys, kas jau ir redistrétas Eiropas Savieniba (ES). Uznémums, kas
razo Ongentys, piekrita, ka ta zinatniskos datus izmanto zalém Ontilyv (“apzinata piekriSana”).

Ontilyv satur aktivo vielu opikaponu.
Ka lieto Ontilyv?

Sis zales var iegadaties tikai pret recepti. Ontilyv ir pieejamas iekskigi lietojamu kapsulu veida.
Ieteicama deva ir 50 mg vienu reizi diena pirms gulétieSanas, vismaz vienu stundu pirms vai péc
levodopas kombinétajam zalém.

Papildu informaciju par Ontilyv lietoSanu skatit zalu lietoSanas instrukcija vai jautat arstam vai
farmaceitam.

Ka Ontilyv darbojas?

Pacientiem, kuri slimo ar Parkinsona slimibu, neirotransmiteru dopaminu razojosas stinas sak atmirt un
dopamina daudzums smadzenés samazinas. Tad pacienti zaudé spéju drosi kontrolét kustibas. Ontilyv
aktiva viela opikapons iedarbojas, atjaunojot dopamina limeni tajas smadzenu dalas, kas kontrolé
kustibas un koordinaciju. Tas pastiprina levodopas — neirotransmitera dopamina kopijas, ko var lietot
iekskigi, — iedarbibu. Opikapons bloké enzimu, ko sauc par katehol-O-metiltransferazi (KOMT) un kas
organisma ir iesaistits levodopas noardisana. Ta rezultata levodopa ilgak saglaba aktivitati. Tas palidz
atvieglot Parkinsona slimibas simptomus, pieméram, stivumu un paléninatas kustibas.
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Kadi Ontilyv ieguvumi atklati petijumos?

Ontilyv ieguvumi Parkinsona slimibas arstéSana tika pétiti divos pamatpétijumos. Pirmaja pétijuma
600 pacienti ar fluktuacijam sanéma Ontilyv, entakaponu (citas zales Parkinsona slimibas arstésanai)
vai placebo (fiktivu arstésanu) ka papildterapiju pasreizéjai levodopas/DDKI kombinacijai. éajé
pétijuma noteica, cik labi zalu terapija samazina laiku, kura pacientiem ir gratibas kustéties, ko dévé
par “izslégtu stavokli”. Péc 14-15 nedé€|u terapijas “izslégta stavokla” laiks tika saisinats par

117 mintGtém (gandriz 2 stundam) pacientiem, kuri lietoja Ontilyv 50 mg devu, salidzinot ar

96 minutém (apmeéram pusotru stundu) pacientiem, kuri lietoja salidzinajuma zales entakaponu, un
56 minitém (mazak neka vienu stundu) pacientiem, kuri sanéma placebo.

Otraja petijuma, kura ari noteica “izslegta stavokla” laika saisinajumu, salidzinaja Ontilyv ar placebo
427 pacientiem, kuri lietoja levodopas/DDKI kombinaciju. PEéc 14-15 nedé€|u terapijas “izslégta
stavokla” laiks tika saisinats par 119 mintGtém (gandriz 2 stundam) pacientiem, kuri lietoja Ontilyv
50 mg devu, salidzinot ar 64 minutém placebo grupa.

Abi pétijumi tika pagarinati par vienu papildu gadu, un rezultati apstiprinaja ieguvumus, lietojot Ontilyv
ilgstoSai arstésanai.

Abu pétijumu sakuma “izslégta stavokla” laiks pacientiem bija apméram 6-7 stundas.

Kads risks pastav, lietojot Ontilyv?

Visbiezakas Ontilyv blakusparadibas ir nervu sistémas traucéjumi (galvas un muguras smadzeném). Te
jamin diskinézija (gratibas kustibu kontrolé), kas var skart apméram 2 no 10 pacientiem. Pilnu visu
zinoto blakusparadibu sarakstu, lietojot Ontilyv, skatit zalu lietoSanas instrukcija.

Ontilyv nedrikst lietot:

e pacienti ar virsnieru dziedzeru (mazu dziedzeru, kas atrodas virs nierém) audzéju, pieméram,
feohromocitomu un paragangliomu;

e pacienti ar parciestu Jaundabigu neiroleptisko sindromu (nervu darbibas traucéjumu, ko parasti
izraisa antipsihotiskas zales) vai rabdomiolizi (muskulu Skiedru sairsanu);

e pacienti, kuri lieto zales, ko déveé par neselektiviem monoaminoksidazes (MAQ) inhibitoriem,
iznemot Parkinsona slimibas arstésana.

Pilnu ierobezojumu sarakstu skatit zaju lietoSanas instrukcija.
Kapéc Ontilyv ir registréetas ES?

Adentilras Cilvékiem paredzéto zalu komiteja (CHMP) noléma, ka ieguvums, lietojot Ontilyv, parsniedz
$o zalu radtto risku un zales var redistrét lietoSanai ES. Ontilyv izradijas efektivakas neka placebo un
vismaz tikpat efektivas ka salidzinajuma zales entakapons “izslégta stavokla” laika samazinadsana
pacientiem ar Parkinsona slimibu, kuri lieto levodopas kombinacijas zales. Ontilyv zalu lietoSanas
droSums ir salidzindms ar citu tas pasas klases zalu lietoSanas droSumu.

Kas tiek darits, lai garantétu drosu un efektivu Ontilyv lietoSanu?

Zalu apraksta un lietoSanas instrukcija tika ietverti ieteikumi un piesardzibas pasakumi, kas jaievéro
veselibas apripes specialistiem un pacientiem, lai garantétu drosu un efektivu Ontilyv lietoSanu.
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Tapat ka par visam zalém, dati par Ontilyv lietosanu tiek pastavigi uzraudziti. Zinotas ar Ontilyv
lietoSanu saistitas iespéjamas blakusparadibas tiek riipigi izvértétas, un tiek veikti visi pacientu
aizsardzibai nepiecieSamie pasakumi.

Cita informacija par Ontilyv

Sikaka informacija par Ontilyv ir atrodama agentliras timekla vietné:
ema.europa.eu/medicines/human/EPAR/ontilyv
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Ontilyv (opicapone)

An overview of Ontilyv and why it is authorised in the EU

What is Ontilyv and what is it used for?

Ontilyv is a medicine used to treat adults with Parkinson’s disease, a progressive brain disorder that
causes shaking and muscle stiffness, and slows movement.

Ontilyv is used as an add-on in patients who are having fluctuations in the ability to move while being
treated with combination medicines for Parkinson’s disease that contain levodopa and a DOPA
decarboxylase inhibitor (DDCI).

Fluctuations happen when the effects of the combination medication wear off and symptoms re-emerge
before the next dose is due. They are linked to a reduction in the effect of levodopa. During these
motor fluctuations the patient experiences sudden switches between being ‘on’ and able to move, and
being ‘off’ and having difficulty moving about. Ontilyv is used when these fluctuations cannot be
treated with the standard levodopa-containing combinations alone.

This medicine is the same as Ongentys, which is already authorised in the EU. The company that
makes Ongentys has agreed that its scientific data can be used for Ontilyv (‘informed consent’).

Ontilyv contains the active substance opicapone.
How is Ontilyv used?

The medicine can only be obtained with a prescription. Ontilyv is available as capsules to be taken by
mouth. The recommended dose is 50 mg, taken once a day at bedtime, at least one hour before or
after levodopa combination medicines.

For more information about using Ontilyv, see the package leaflet or contact your doctor or
pharmacist.

How does Ontilyv work?

In patients with Parkinson’s disease, the cells in the brain that produce the neurotransmitter dopamine
begin to die and the amount of dopamine in the brain decreases. The patients then lose their ability to
control their movements reliably. The active substance in Ontilyv, opicapone, works to restore the
levels of dopamine in the parts of the brain that control movement and coordination. It enhances the
effects of levodopa, a copy of the neurotransmitter dopamine that can be taken by mouth. Opicapone
blocks an enzyme that is involved in the breakdown of levodopa in the body called catechol-O-methyl
transferase (COMT). As a result, levodopa remains active for longer. This helps to improve the
symptoms of Parkinson’s disease, such as stiffness and slowness of movement.

What benefits of Ontilyv have been shown in studies?

The benefits of Ontilyv in Parkinson’s disease were investigated in two main studies. In the first study,
600 patients with fluctuations were given Ontilyv, entacapone (another medicine for Parkinson’s
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disease) or placebo (a dummy treatment), in addition to their currentlevodopa / DDCI combination.
This study looked at how well the treatments reduced the time when patients have more difficulty
moving about, called ‘off periods’. After 14-15 weeks, off periods were shortened by 117 minutes
(almost 2 hours) in patients taking Ontilyv 50 mg, compared with 96 minutes (about

1 and a half hour) in patients taking the comparator medicine entacapone and 56 minutes (less than
1 hour) in patients taking placebo.

In the second study, which also looked at the reduction in off periods, Ontilyv was compared with
placebo in 427 patients who were taking a levodopa / DDCI combination. After 14-15 weeks,

off periods were shortened by 119 minutes (almost 2 hours) in patients taking Ontilyv 50 mg,
compared with 64 minutes in patients taking placebo.

Both studies were extended for one additional year and confirmed the benefits of Ontilyv when used
long-term.

In both studies, patients had average off periods of about 6 to 7 hours at the start of the study.

What are the risks associated with Ontilyv?

The most common side effects with Ontilyv are disorders of the nervous system (brain and spinal
cord). Among these, dyskinesia (difficulty controlling movement) may affect around 2 in 10 people. For
the full list of all side effects reported with Ontilyv, see the package leaflet.

Ontilyv must not be used in:

e patients with tumours of the adrenal glands (small glands located on top of the kidneys) such as
pheochromocytoma and paraganglioma;

e patients with a history of neuroleptic malignant syndrome (a nervous system disorder usually
caused by antipsychotic medicines) or rhabdomyolysis (breakdown of muscle fibres);

e patients taking medicines known as non-selective monoamine oxidase (MAO) inhibitors, except
when used to treat Parkinson’s disease.

For the full list of restrictions, see the package leaflet.

Why is Ontilyv authorised in the EU?

The Agency’s Committee for Medicinal Products for Human Use (CHMP) decided that Ontilyv’s benefits
are greater than its risks and it can be authorised for use in the EU. Ontilyv was shown to be more
effective than placebo and at least as effective as the comparator entacapone in reducing off periods in
patients with Parkinson’s disease taking levodopa combination medicines. Regarding its safety, Ontilyv
was considered to be comparable to other medicines of the same class.

What measures are being taken to ensure the safe and effective use of
Ontilyv?

Recommendations and precautions to be followed by healthcare professionals and patients for the safe
and effective use of Ontilyv have been included in the summary of product characteristics and the
package leaflet.

As for all medicines, data on the use of Ontilyv are continuously monitored. Suspected side effects
reported with Ontilyv are carefully evaluated and any necessary action taken to protect patients.
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Other information about Ontilyv

Further information on Ontilyv can be found on the Agency’s website:
ema.europa.eu/medicines/human/EPAR/ontilyv
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