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&
Ti gival To Ontilyv kal o€ NOIEG NEPINTWOEIG xpnolpogiasiml;

Parkinson, pia npoodeuTikn dlaTapaxrf Tou EYKEQPAAOU Nou Npok TpOMO, YUIKN duoKauwia Kai

Bpadukivnaia. Q

To Ontilyv xpnoigonolgital w¢ cupnAnpwpaTikn Bgpaneia @cesvsiq nou napouacialouv dIAKUPAVOEIC
NG KIVNTIKOTNTAG evw AauBavouv Bepaneia pe (pdpl..lClKCls vouacopouU yia T vdoo Tou Parkinson, Ta
onoia nepiéxouv AeBovTona kail avactoAéa Tng DOPA c.&eKapBoEu)\donq (DDCI).

To Ontilyv eival éva ¢papuako nou xpnoigonolgital yia Tn Bgpaneia ;Qil«.ov aobevwv pe vooo Tou

Alakupavoeic napouaoialovTal 6Tav n dpdon Tng o &ammﬁq (PAPHAKEUTIKAG aywyng @Bivel kal Ta
ouhnTWHATa enavepgavifovral npiv and v Er/één doon. ZuvdeovTal he Peiwon TnG dpaong TG
AeBovTonag. KaTa Tn SIApKEId aUTOV TWV 5IOK®(']VO'€0.)V TNG KIVATIKOTNTAG, 0 agBevng BIOVEI anOTOUEG
evaillayég peTa&l TG KATACTAGNG «ON» noQapaKTnpiCETal ano 1kavoTnNTa Kivnong Kai TG Kataoraong
«off» nou xapaktnpiteTar and 6u0K|vnoiabTo Ontilyv xpnoigonoigital éTav autég ol dIAKUHPAVOEIG dev
HnopoUv va avTIETWNIOTOUV HOVOo Wé KaBIEpwNPEVEG OUVOUAOTIKEG BEPANEUTIKEG AYWYEG NMOU
nepiAapBavouv AgBovTona.

Q

To @dappako autd eival idio pe Toaugentys, To onoio €xel NdN eykpiBei oTnv EE. H napaokeudaoTpia
gTaipeia Tou Ongentys €xel O VEODEI TN XPNON TWV EMNIOTNHOVIK®V O€DOUEVWY ToU yia To Ontilyv
(«ouvaiveon kaTtoniv evnuEAWonG»).

To Ontilyv nepiéxel Tr]ﬁ@'ﬂl(r’] ouaia onikandvn.
AN

Nwg xpnolperQOz-:i'ral TO Ontilyv;

To pdpuako @ysiml HOVO HE 1aTpIkn ouvTayn. To Ontilyv diatiBeTal und popen kawakinwyv yia ano
TOU OTOPATQEANYN. H ouvioTopevn d6on eival 50 mg anag nuepnoing Kata TNV KatakAion,
Tou)\dx|0'r$ ia wpa npiv | HETA TN ANWwn cuvduaoTIK@WV OKEUACUATWV MOU NEPIEXOUV AEBovTONA.

MNa I'IEQkO‘éTEqu NANPoPoOpieg OXETIKA PE TN XPron Tou Ontilyv, cUNBOUAEUBEITE TO PUAAO 0dNYI®V

Xpn N €MNIKOIVWVAOTE PE TOV YIaTpd 1 TOV paApuakonold oag.
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NMwgdpa 1o Ontilyv;
SToug aagBeveic ye vooo Tou MapkIvoov, Ta EYKEPAAIKA KUTTApa nou napdyouv Tov veupodiaBiBaocTn ‘Q
vTonapivn apxiouv va vekpwvovTal, YEYOoVOG NoU OUVENAYETAl JEiwON TNG NOooOTNTAG VTONAMivNg @v:

gyke@alo. O1 aoBeveig TOTE XAVOUV TNV IKAvVOTNTA va eAEyXOUV e a&lonioTia TIG KIVIOEIG Touq.®(0
dpaoTikr ouaia onikandvn nou nepiExel To Ontilyv cUUBAAAElI oTnV anokatdoTaon Twv anlnéébv
VTONAPivNG OTIG NEPIOXEG TOU EYKEPAAOU NMOU EAEYXOUV TNV Kivnon KAl TOV GUVTOVIOUO. Uel TIG
emdpacsig TNG AefovTonag, n onoia €ival €va avtiypa®o Tou veupodiaBifacTn vTonayi ouU Pnopei va
AauBaveral and 1o otopa. H onikanovn avaoTeAAEl TN dpaaon evog evlUPOU TO 0Mnoio COUUETEXEI OTN
didonaon TnNG AeBovTdNAcg oTOoV 0pYavIoUo Kal To onoio ovopdadeTal KGTEXOA-O-UEG@F\pGVGCPEQC'ICI’]
(COMT), napateivovTag €101 TN dpacTIKOTNTA TNG AgBovTonacg. Me Tov Tpono adso;® eneépxeTal BeATiwon
0Ta CUPNTOPATA TNG vOoou Tou Mapkivoov, Onwc ival n duokapwia kai n B&&Klvnoia.

Moia gival Ta opéAn Tou Ontilyv cUppwva He TIG psl\i‘@fg;
G

Ta o@&An Tou Ontilyv otn vooo Tou Parkinson digpsuvnBnkav o€ 6&®p|3q MEAETEC. ZTNV MPpWTN
HEAETN, 600 acBeveic pe diakupavoeic EAapav Bepaneia pe Ontily Q\/TaKanévn (€va dAAo pappako nou
xopnyeitail yia Tn véoo Tou Parkinson) n €1Ikovikd @Apuako (suézr'] Bepancia), eninpdoBeTa TNG
TpExouoac ouvduaaoTikng Bepaneiag ye AeBovtona/DDCI. ZTN(PEAET auTr €E€TACTNKE N
anoTeAeopaTIkOTNTA TWV Bepanei®wv oTn PEIWON ToUu xpowmélamr']pamq nou ol aoBeveig
napouaialouv augnuévn duokivnaoia, Tou AeyouEvVoU xpr’)\Vy "off". MeTa and 14-15 €BOoPAdEG, 0 XPOVOG
«off» peiwbnke katd 117 Aentd (oxedoV 2 WPEG) o-rouQS;eravsiq nou AduBavav Ontilyv og d6on 50 mg,
£€vavT 96 AenTwv (nepinou pidpion wpa) oToug ao{@eiq nou AdupBavav okelaopua UE TOV OUYKPITIKO
napayovTta evrakanovn kal 56 Aentov (AyoTep, 1 wpa) oToug acBeveic nou AappBavav €IKoOVIKO
(papuako. ‘0

>t deUTepn WEAETN, oTNV onoia €niong 6|£@vr']en|<£ n Meiwaon Tou xpodvou «offs, To Ontilyv
OUYKPIBNKE PE EIKOVIKO PAPPAKO OF 427~®esvsiq nou Adaupavav ocuvduaaoTikn Bepaneia pe
AeBovTona/DDCI. MeTa ano 14-15 8[36&68@, 0 XpoOvoc «off» peiwBnke kata 119 Aentda (oxedov 2
WPEG) OTOUC aoBeVEiC nou )\deav%@ntilyv oe doon 50 mg, £vavT 64 AenTwV O0TOUG A0OEVEIG Nou
AduBavav ikovikd ¢papuako. @)

Kai o1 dUo PEAETEC napaTder]prla €va emnA£ov £T0¢ Kal eniBeBaiwoav Ta o@EAN TNG HAKpoxXpoOvIag
Xpnaong Tou Ontilyv.

Kai oTig dU0 PEAETEG gl”qyesvsiq gixav YEgo Xpovo «off» nepinou 6 £éwg 7 wpeg KaTd TNV £vapén g
HEAETNG. (@)

Moiol Kiv6uv$auv6éowa| HE TO Ontilyv;

(o] ouxvéTs&BE&-avsanUpnqu eveépyeleg Tou Ontilyv gival diatapaxég Tou veupikoU CUOTAHATOG
(syKé(pa@ Kal onovOuAIkn oTAAN). MeTa&U autwv Twv diatapaxwv, n duokivnoia (duokoAia oTov
ENEYXO KIVAOEWV) Unopei va ennpedoel nepinou 2 ota 10 atopa. O nARpng KatdAoyog Twv
avsn@prmov EVEPYEIWV NOU avaPeEpdnkav Pe 1o Ontilyv nepiAapBaveral ato UAAO 0dnyIwV Xpnong.

TQ') tilyv dev npénel va xnpnyeitai:

&. o€ aoBeveig ye OYKOUG oTa enive@pidia (MIKpoi adéveg nou BpiokovTal 0To NAvVw HEPOG TwV
VEQPWV), ONWG QAloXpWHOKUTTWHA Kal napayayyAioua,
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e 0€ aoBeveic Ye 10TOPIKO KakonBoug veupoAnnTikoU ouvdpodpou (Hiag diatapaxng Tou VEUpIKoU

OUCTNHATOG NOU NPOKAAEiTal ouvnBwc and avTiYuxwaolka ¢pdpupaka) r papdopuoiuong (KGTGOTpO(P'b

TWV HUIKOV IVOV), 0+
e (0c aoBeveic nou AauBavouv GpAapuaka Ta onoia €ival yvwoTd wg KN EKAEKTIKOI AVAOTOAEIC N

Hovoapivo-o&eidaong (MAQ), ekTOG edv XpnaoigonoloUvTal yia TNV avTIHET®WNION TNG vOoou é’l

3

Parkinson. O
@

Ma Tov NARPN KaTtaAoyo TwV NEPIOPIOU®Y, CUUBOUAEUBEITE TO PUAAO 0dNYINV xpﬁoncg

MNa noioug Adyoug eykpiOnke To Ontilyv oTnv EE;

QD

N\
H Enitponr ®appdakwyv yia AvBpwnivn Xprnon (CHMP) Tou Opyaviouou éKpIV;OQ(TCI O@EAN Tou Ontilyv
unepTepoUV TwV KIVOUVWY Nou cuvd£ovTal JE auTO Kal €I0nynenkKe TNV £ @) N TNG XProng Tou eV AOYw
(papuakou atnv EE. To Ontilyv kaTtadeix®nke 0TI €ival nio anoTeAEoPATIKQ_ONO To €IKOVIKO (pAPHAKO KAl

TOUAAXIOTOV TO i010 ANOTEAECHUATIKO E TOV CUYKPITIKO NapAyovTa VT
«off» og aoBeveig e vooo Tou Parkinson ol onoiol AapBavouv cuvdl

ovn oTn peiwon Tou xpovou
IKA OKEUAONATA NOU MEPIEXOUV
AeBovTona. ‘Ogov agopd Tnv acpdaAeia, To Ontilyv Bewprbnke o ioigo e aAAa dppaka Tng idiag
Katnyopiac. &

O
Moia péTpa AapBavovTrail yia Tnv ac@aln K@nors)\scpaﬂm‘] XpRon Tou
Ontilyv; @
TNV nNeEpPiAnWn TV XapakTnpIoTIKOV Tou npo'l'c')woc,®a| oTo UAAO 03NYI®V XPAONG CUNNEPIARPONKaV

OUOTAOEIC Kal NANPOPOPIEC YIa TIC KATAAANAEG qu)\dﬁslq nou npénel va AappBavovTal and Toug
€NAyyeAUATIEG TOU TOPEQ TNG UYEIAG KAl Toug @vsiq yia TNV aoQaAn Kal anoTEAECHATIKN XPROoN Tou

Ontilyv. 0
‘Onw¢ yia 6Aa Ta ¢apuaka, Ta 5850|JéVCI®] ™ Xprion Tou Ontilyv TeAoUv und guvexn napakoAoubnon.

O1 avenBUPNTEC EVEPYEIEC NOU avaPEPOYTal yia To Ontilyv a&loAoyoUvTal npooekTikd Kal AappdavovTal
OAd Ta anapaitnTa PETPA yia TNV N aoia Twv acBevav.

O
Aoinég nAnpoopieg yig 7o Ontilyv

MNeplocdTEPEG n)\npoq)opisq'\%a To Ontilyv diaTiBevTal oTov d1adikTuakd Tono Tou Opyavicuou, o
dieliBuvan R
ema.europa.eu/med@\es/human/EPAR/ontiIvv
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Ontilyv (opicapone) <)AV

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

YUO
Ontilyv is a medicine used to treat adults with Parkinson’s disease, a progressive b:qﬁdisorder that
causes shaking and muscle stiffness, and slows movement. 4
LY

What is Ontilyv and what is it used for?

Ontilyv is used as an add-on in patients who are having fluctuations in the ab({uy to move while being
treated with combination medicines for Parkinson’s disease that contain Iea&&topa and a DOPA
decarboxylase inhibitor (DDCI). ‘O

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

This medicine is the same as Ongentys, which is aIreang&J'thorised in the EU. The company that
makes Ongentys has agreed that its scientific data cah&be used for Ontilyv (‘informed consent’).

Ontilyv contains the active substance opicapone.((>

How is Ontilyv used? o

N\

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

For more information about usin@ntilyv, see the package leaflet or contact your doctor or

pharmacist. 0\5
A

How does Ontilyywork?

In patients with Park@on’s disease, the cells in the brain that produce the neurotransmitter dopamine
begin to die and t Qmount of dopamine in the brain decreases. The patients then lose their ability to
control their mgvements reliably. The active substance in Ontilyv, opicapone, works to restore the
levels of dop e in the parts of the brain that control movement and coordination. It enhances the
effects of Ia@dopa, a copy of the neurotransmitter dopamine that can be taken by mouth. Opicapone
blocks a zyme that is involved in the breakdown of levodopa in the body called catechol-O-methyl
transfe&ase (COMT). As aresult, levodopa remains active for longer. This helps to improve the

sy ms of Parkinson’s disease, such as stiffness and slowness of movement.

&\at 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
disease) or placebo (a dummy treatment), in addition to their currentlevodopa / DDCI combination.

Ontilyv (opicapone)
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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 thzg*
1 hour) in patients taking placebo. N

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

off periods were shortened by 119 minutes (almost 2 hours) in patients taking Ontilyv 5&/@9,
compared with 64 minutes in patients taking placebo. V

Both studies were extended for one additional year and confirmed the benefits of Oq$v when used
long-term.
g . 4

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

A
What are the risks associated with Ontilyv? ZO(U

The most common side effects with Ontilyv are disorders of the ne,r\@s system (brain and spinal
cord). Among these, dyskinesia (difficulty controlling movement) \/ affect around 2 in 10 people. For
the full list of all side effects reported with Ontilyv, see the pa& e leaflet.

Ontilyv must not be used in: O

e patients with tumours of the adrenal glands (small %E'ds located on top of the kidneys) such as
pheochromocytoma and paraganglioma; \&.

e patients with a history of neuroleptic malignaa'? ndrome (a nervous system disorder usually
caused by antipsychotic medicines) or rhal!@ yolysis (breakdown of muscle fibres);
LY

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

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

O
Why is Ontilyv authoris@n the EU?

The Agency’s Committee for@icinal Products for Human Use (CHMP) decided that Ontilyv’s benefits
are greater than its risks aﬁ%»it can be authorised for use in the EU. Ontilyv was shown to be more
effective than pIacebo.aéAat least as effective as the comparator entacapone in reducing off periods in
patients with Parkins ’1\ disease taking levodopa combination medicines. Regarding its safety, Ontilyv
was considered to IQ omparable to other medicines of the same class.

What measures are being taken to ensure the safe and effective use of
Ontilyv'i\{-

Recom dations and precautions to be followed by healthcare professionals and patients for the safe
and tive use of Ontilyv have been included in the summary of product characteristics and the
pac e leaflet.

or 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.

Ontilyv (opicapone)
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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 Qig
(U\
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